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Agriculture Division

Animal Health

via Federal Express Bayer Corporation

P.O. Box 390
Shawnee Mission, KS 66201-0390
Phone: 913 268-2000

September 24, 2001

‘Mr. George LaRocca

Product Manager

Registration Division (H7505C)

U.S. Environmental Protection Agency
Ariel Rios Building

1200 Pennsylvania Avenue, NW
Washington, DC 20460

Subject:  Labelling in accordance with the Coumaphos RED
EPA Reg. No.’s 11556-4, -11, -14, -23, -98, -115
7/ v v ./ w J

Dear Mr. LaRocca:

As per your letters dated August 21, 2001, Bayer Corporation is sending this letter as
notice of intent to revise the labels in accordance with the Agency’s reviews for the above
referenced products. The revised labels will be sent under separate cover to your
attention as soon as they are available.

/s

If you have any questions, please do not hesitate to call me at (913) 268-2588 or
Greg Gagliano at (913) 268-2751.

Sincerely,

F. Terry McNamara
Director, Preclinical Development

FTM:GGG/It e

cc: Linda A. DeLuise (7505C) core
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Bayer

Animal Health Division

June 30, 2004

Document Processing Desk — Final Printed Labeling
Office ot Pesticide Programs — 7504 C

U. S. Environmental Protection Agency

1801 South Bell Street

Arlington, VA 22202

SUBJECT: Final Printed Labeling

Dear Sir/Madam:

Enclosed are two copies of Bayer HealthCare’s Animal Health Division final

printed labeling for the following pesticide products:

EPA Reg. Product Name EPA Product
No. Manager
11556-137 | QuickBayt Fly Bait Dan Kenny, 4A

11556-140 | QuickBayt Disposable Fly Bait Strip

Dan Kenny, 4A

11556-98 ) Co-Ral Flowable Insecticide

George LaRocca, 13

11556-TT5 | Co-Ral Fly and Tick Spray

George LaRocca, 13

11556-107 | CyLence Pour-On Insecticide

George LaRocca, 13

11556-136 | Tempo 1% Dust Insecticide

George LaRocca, 13

Thank you for your attention to this matter. Please call me at 913-268-2311 or
email at mary.hunt.b@bayer.com it you have any questions.

Respecttully,

BAYER EALTHCARE, LLC
ANIMAL HEALTH DIVISION

- Mar, fm 0/,{44/1),7 {l//mjﬁ\

Mary McKinney Hunt
Regulatory Specialist

enclosures

Bayer HealthCare LLC
Animal Health Division

P.O. Box 390

Shawnee Mission, KS 66201

Phone: 913 268 2000




Please read instructions on reverse before oomgetim form. Form Aggroved. OMB No. 2270-0060 i -28-95

o United States Registration | OPP Identifier Number
\"’EPA Environmental Protection Agency Amendment
Washington, DC 20460 v Other
Application for Pesticide - Section |
1. Company/Product Number ’ 2. EPA Product Manager 3. Proposed Classification
11 -
556-98 George LaRocca DNOM D Restricted
4. Company/Product {Name) PM#
Co-Ral Flowable Insecticide 13
5. Name and Address of Applicant finclude ZIP Cods) 6. Expedited Reveiw. In accordance with FIFRA Section 3(c}(3)
Bayer HealthCare LLC. Animal Health Division (b)(i}, my product is similar or identical in composition and labeling
to:
P.O. Box 39'0 _ EPA Reg. No.
Shawnee Mission, KS 66201-0390
D Check if this is & new address Product Name
Section - I
Amendment - Explain below. ‘/ Final printed labels in repsonse to
i ’ |. Agency letter dated 9/10/2002
D Resubmission in response to Agency letterdated I::] “Me Too" Application.

D Notification - Explain below. D Other - Explain below.

Explanation: Use additional page(s) if necessary. (For section | and Section II.}

Section - il

1. Material This Product Will Bs Packaged In:

Child-Resistant Packaginé Unit Packaging Water Soluble Packaging 2, Type of Container
B Yes B Yes B Yes Metal
Plastic
' No No No I Glass
. . If "Yes™ No. per If "Yes” No. per Paper
»
cam{’.c,a”on must Unit Packaging wgt. container Package wgt container Other {Specify)
be submitted |
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions
U Label L_] Container E
6. Manner in Which Label is Affixed to Product ] Lithograph D Other .
Paper _glued P
Stenciled oo

Section - IV

1. Contact Point [Complete iterns directly below for identification of individual to be contacted, if necessary, to process this applicgtion.) cecese

[J & @
Name Title _ Telephone Ny Jintiyde Arda Code?
F. Terry McNamara Director, Preclinical Dev & Reg Affairs (913) 268-2588 et
[ X 1
Certification 6. RDate .A::llcatm: oo,
) certify that the statements | have made on this form and all attachmaents thereto are true, accurate and completa. eqeV! s0000
| acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisonmant or »**1Stamped)
both under applicable law. Xy
2. Signature 3. Tita P
'/ [ AR N ]
\]T 6\ W@%“M& Director, Preclinical Development & Regulatory Affairs
4. Typed Name U 5. Date
F. Terry McNamara {7/; /0 4
)

EPA Form 8570-1 (Rev. 3-94) Previous editions are obsolete. White - EPA File Copy {original) Yellow - Applicant Copy









u.s. ENYIRONMENTAL.PBOTECTION AGENCY EPA Reg. Date of Issuance:
Office of Pesticide Programs Number: .
a\ﬂ"-"s”h@b Registration Division (H7505C) SEP ] O ZOOZ
; ; 401 "M" St., S.W. 11556~

Washington, D.C. 20460 115

agenct

¢ M
N4
T éf Term of Issuance:

" NOTICE OF PESTICIDE:

4 protE . .
Registration Unconditional

X Reregistration

Name of Pesticide Product:

Co- Ral Fly and Tick
Spray

(under FIFRA, as amended)

Name and Address of Registrant (include ZIP Code):

Bayer Corporation
P.O. Box 390
Shawnee Mission, KS 66201-0390

On the basis of information furnished by the registrant, the above named pesticide is hereby
registered/reregistered under the Federal Insecticide, Fungicide and Rodenticide Act.

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency.
In order to protect health and the environment, the Administrator, on his motion, may at any time suspend or
cancel the registration of a pesticide in accordance with the Act. The acceptance of any name in connection
with the registration of a product under this Act is not to be construed as giving the registrant a right to
exclusive use of the name or to its use if it has been covered by others.

This product is unconditionally registered in accordance with
FIFRA sec. 3(c)(5). Once a pesticide is registered, however, it is
not regarded as permanently acceptable. Registration does not
eliminate the need for continual reassessment of pesticides. If
the Agency determines that, at any time, additional data are
required to maintain in effect an existing registration, the
Agency will.require submission of such data under FIFRA section
3(c)(2) (B).

1. Make the labeling changes listed below before you release
the product for shipment:

a. Add the phase "EPA Registration No. 11556-115".

~Signature of Approving Official: . Date:

EPA Form 8570-6



page 2
EPA Reg. N0.11556-115

2. Submit two (2) copies of your final printed labeling before
you release the product for shipment.

If these conditions are not complied with, the registration
will be subject to cancellation in accordance with FIFRA section
6(e). Your release for shipment of the product constitutes
acceptance of these conditions.

A stamped copy of the label is enclosed for your records.

Enclosures



Reason to Issue:  Amend text as per SRRD Date: 08/20/02

Review Letter (8/21/01) and Supersedes: 1/16/98
PR Notice 2001-1 Page 1 of 9
(Front Panel)
Co-Ral®
(coumaphos)
Fly and Tick Spray

For Control of Horn Flies, Face Flies, Lice and Ticks

Percent
by Weight
Active Ingredient:
0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo0-2H-1-benzopyran-7-yl)
phosphorothioate . . . . . .. ... .. ... ... ... ... . 6.15%
Other Ingredients*: . . . . . . ... .. ... ... ........ 93.85%
Total . . . . . . e 100.0%

*Contains aromatic petroleum distillates.

This product contains 0.25 1b 0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo0-2H-1-benzopyran-

7-yl) phosphorothioate per half gallon.
EPA Reg No. 11556-115 EPA Est. No. TBD

KEEP OUT OF REACH OF CHILDREN
WARNING

May be fatal if swallowed. Harmful if absorbed through skin or inhaled. Causes
moderate eye irritation. Avoid contact with eyes, skin or clothing.

See Back and Side Panels for First Aid
and Other Precautionary Statements

NET CONTENTS: 0.50 gallon (1.892 L)

Bayer Corporation
Agriculture Division
Animal Health
P.O. Box 390

Shawnee Mission, Kansas 66201 U.S.Accppreg

with COMMENTS
in EPA Lettor Datod

/ﬁéip I G 2002

Under the Federal Insecticide,

x:moiij/labelspr/CoRalFlyTick.doc Fungicide, aud Rodenticide 4
a8 amended, for the ;;;efic}dct:
regisiered under EPA Reg. No.

7. - LIS



Reason to Issue:  Amend text as per SRRD Date: 08/20/02
Review Letter (08/21/01) and Supersedes: 1/16/98
PR Notice 2001-1 Page 2 of 9

(Side Panel)

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

FIRST AID
Contains an organophosphate that inhibits cholinesterase.
If swallowed: e Call a poison control center or doctor immediately for

treatment advice.
¢ Do not induce vomiting unless told to do so by the poison
control center or doctor.

¢ Do not give any liquid to the person.
e Do not give anything by mouth to an unconscious person.
If inhaled: e Move person to fresh air.

e If person is not breathing, call 911 or an ambulance, then
give artificial respiration, preferably by mouth-to-mouth, if
possible.

e Call a poison control center or doctor for further treatment
advice.

If on skin or e Take off contaminated clothing.
clothing: e Rinse skin immediately with plenty of water for 15 — 20
minutes.

e Call a poison control center or doctor for treatment advice.

If in eyes: ¢ Hold eye open and rinse slowly and gently with water for

15 — 20 minutes.

e Remove contact lenses, if present, after the first S minutes,
then continue rinsing eye.

e Call a poison control center or doctor for treatment advice.

Note To Physician: Atropine sulfate by injection is antidotal. Repeat as necessary to
the point of tolerance. 2-PAM is also antidotal and may be administered in conjunction
with atropine. Contains petroleum distillate - vomiting may cause aspiration
pneumonia.

HOTLINE NUMBER: Have the product container or label with you when calling a
poison control center or doctor, or going for treatment. For emergency medical LR
treatment information, call 1-877-258-2280. For product information, call i
1-800-633-3796.

x:moiij/labelspr/CoRalFlyTick.doc



Reason to Issue:  Amend text as per SRRD Date: 08/20/02

Review Letter (08/21/01) and Supersedes: 1/16/98
PR Notice 2001-1 Page 3 of 9

(Side Panel)

WARNING

PERSONAL PROTECTIVE EQUIPMENT

Some materials that are chemical-resistant to this product are barrier laminate and viton
(= 14 mils). If you want more options, follow the instructions for Category G on an EPA
chemical-resistance category selection chart.

Mixers, loaders, and others exposed to the concentrate (such as during a spill or
equipment breakdown) must wear long-sleeve shirt and long pants, chemical-resistant
gloves, chemical-resistant footwear plus socks, chemical-resistant apron, and face shield
or goggles.

Applicators and all other handlers exposed to the diluted product must wear long-sleeve
shirt and long pants, chemical-resistant gloves, and chemical-resistant footwear plus
socks.

Follow manufacturer’s instructions for cleaning/maintaining PPE. If no such instructions
for washables exist, use detergent and hot water. Keep and wash PPE separately from the
other laundry.

User Safety Recommendations

Users should wash hands before eating, drinking, chewing gum, using tobacco, or using
the toilet.

Users should remove clothing immediately if pesticide gets inside. Then wash
thoroughly and put on clean clothing.

Users should remove PPE immediately after handling this product. Wash the outside of
gloves before removing. As soon as possible, wash thoroughly and change into clean
clothing.

ENVIRONMENTAL HAZARDS Jov e

This pesticide is toxic to mammals, birds, fish and aquatic invertebrates. Coumaphos

washed off of wading treated livestock may be hazardous to aquatic organisms. Do not « cocees
contaminate water when disposing of equipment washwater or rinsate. . °. N
& oo [ XYY Y T
«*° b 0o’
e o ssesse
. [
b (X XY T
(4 X X'
[ X2 ¥
x:moiij/labelspr/CoRalFlyTick.doc oo




Reason to Issue:  Amend text as per SRRD Date: 08/20/02

Review Letter (08/21/01) and Supersedes: 1/16/98
PR Notice 2001-1 Page 4 of 9
(Side Panel)
DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its
labeling. Read entire label and Conditions of Sale before using this product.

APPLICATION RESTRICTIONS

Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneously
or within a few days before or after treatment or exposure to cholinesterase-inhibiting
drugs or pesticides. Atropine by injection is antidotal. Consult veterinarian at the first
sign of adverse reaction.

For external insecticidal use only on specified animals.

Do not apply as a spray at rates above 1 quart of Co-Ral Fly and Tick Spray per

50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of
freshening. If freshening should occur within the interval after spraying, do not use milk
for human food for balance of 14 day interval.

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months
old.

Do not spray animals for 10 days before or after shipping or weaning or after exposure to
contagious and infecting diseases.

Do not spray in a confined, non-ventilated area.

Do not treat areas such as feed bunks, mangers, or troughs where livestock feed or drink.
Do not contaminate water, food, feedstuffs, food or feed handling equipment, or milk or
meat handling equipment.

Do not apply this product in a way that will contact workers or other persons, either

directly or through drift. Only protected handlers may be in the area during application. ..
Individuals must limit the number of animals they treat per day with hand held sprayers to
no more than 100, if the animals are treated at the maximum label rate, 200 if they are .

treated at /2 maximum label rate, etc. . °,
L oe
(AL X ]
. L N ]
(X ] )
L4
o0
oo e
x:moiij/labelspr/CoRalFlyTick.doc 20



Reason to Issue:  Amend text as per SRRD Date: 08/20/02
Review Letter (08/21/01) and Supersedes: 1/16/98
PR Notice 2001-1 Page 5 of 9

(Side Panel)

Co-Ral Fly and Tick Spray mixes easily with water to from an emulsion which is easily
applied with ordinary spray equipment. One spray treatment is highly effective for
control of flies, lice and ticks and provides residual control.

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to
- thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects
reappear and constitute a problem.

Backrubber Application for Horn Flies and Face Flies: Co-Ral Fly and Tick Spray is
ideal for backrubber application. When properly mixed and applied, effective control of
horn flies and face flies will be achieved. Best control is obtained when backrubbers are
strategically located and properly treated. No. 2 furnace oil (fuel oil) or No. 2 diesel fuel
oil is recommended for mixing with Co-Ral Fly and Tick Spray for use in backrubbers.
Use of other oils may result in sludge formation that will prevent proper distribution in
the reservoir-type backrubber.

Entry Restriction: Do not contact or allow others to contact treated animals until their
coats are dry.

NOTICE TO VETERINARIANS: If the proper dosage of Co-Ral Fly and Tick Spray
has been applied and adverse reactions, such as bloat, excessive salivation and posterior
paralysis occur, it is highly probable that a host parasite reaction exists. Administer
symptomatic treatment. Anti-inflammatory agents may be helpful. If necessary, relieve
bloat by trocarization, as a stomach tube may traumatize a severely swollen esophagus.
Do not administer atropine, as it is contraindicated in host parasite reactions. If toxicity
should occur as a result of gross overdosage, atropine by injection is antidotal.

oo o
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x:moiij/labelspr/CoRalFlyTick.doc e,



Reason to Issue:

PR Notice 2001-1

Amend text as per SRRD Date: 08/20/02
Review Letter (8/21/01) and Supersedes: 1/16/98
Page 6 of 9
(Side Panel)
APPLICATION RATES

DO NOT APPLY MORE THAN 4 QUARTS OF CO-RAL FLY AND TICK SPRAY
PER 50 GALLONS OF WATER. FOR LACTATING DAIRY CATTLE DO NOT
APPLY MORE THAN 1 QUART OF CO-RAL FLY AND TICK SPRAY PER

50 GALLONS OF WATER.

OUNCES
QUARTS PER
PER 4
50 GALLONS
GALLONS OF
ANIMAL | PARASITE | OF WATER | WATER | REMARKS
Beef and | Horn Flies 2 5 SPRAY TREATMENT(S):
Non- Lice Apply specified dosage for
Lactating a complete wetting to run-off.
Dairy Ticks 4 10 Treat no more than six times
Cattle per year. Do not make
applications less than 10 days
apart.
Lactating | Lice 1 2% SPRAY TREATMENT(S):
Dairy Flies Apply specified dosage for a
Cattle complete wetting to run-off.

Treat no more than six times
per year. Do not make
applications less than 10 days
apart.

x:moiij/labelspr/CoRalFlyTick.doc



Reason to Issue:

Amend text as per SRRD
Review Letter (8/21/01) and
PR Notice 2001-1

Date: 08/20/02
Supersedes: 1/16/98
Page 7 of 9

(Side Panel)

ANIMAL

PARASITE

REMARKS

Backrubber
for Beef and
Lactating

Dairy Cattle

Horn Flies
Face Flies

Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil
or No. 2 diesel fuel (or 9 % oz Co-Ral per gallon) .
Saturate.the fiber portion of the backrubber with this
mixture. Place the backrubber where animals
congregate or travel regularly. For dairy cattle
suspend at a height that will prevent straddling.
Resaturate backrubber as needed. NOTE: For most
effective face fly control the rubber should be
constructed so as to permit the animal to rub its face.
No interval is required between treatment and
slaughter or use of milk.

ANIMAL

PARASITE

QUARTS
PER
50
GALLONS
OF WATER

OUNCES
PER
4
GALLONS
OF WATER

REMARKS

Horses

(Not intended
for slaughter)

Horn Flies
Lice

2

5

Ticks

10

SPRAY
TREATMENT(S): Apply
specified dosage for
complete wetting.

Treat thoroughly all
wounds and injuries.
Treat no more than six
times per year. Do not

make applications less «*°

than 10 days apart.

x:moiij/labelspr/CoRalFlyTick.doc

(Continued) .
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Date: 08/20/02
Supersedes: 1/16/98

Reason to Issue:  Amend text as per SRRD

Review Letter (8/21/01) and

PR Notice 2001-1 Page 8 of 9
(Side Panel)
QUARTS OUNCES
PER PER
50 4
GALLONS | GALLONS
ANIMAL PARASITE | OF WATER | OF WATER | REMARKS
Swine Lice 2 5 SPRAY
TREATMENT(S): Apply
specified dosage for a
complete wetting to run-
off. Treat no more than
six times per year. Do
not make applications less
than 10 days apart.
STORAGE AND DISPOSAL

Do not contaminate water, food or feed by storage or disposal.
PESTICIDE STORAGE: Do not allow to freeze. Keep from extreme heat.

PESTICIDE DISPOSAL: Pesticide wastes are acutely hazardous. Improper disposal of
excess pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes
cannot be disposed of by use according to label directions, contact your State Pesticide or
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA
Regional Office for guidance.

CONTAINER DISPOSAL: Triple rinse (or equivalent). Then offer for recycling or

reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if ~ ,**,*,
allowed by state and local authorities, by burning. If burned, stay out of smoke. e
. hd : oo :o : )
* o * L] ° .
e0sa * :: :
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Reason to Issue:  Amend text as per SRRD Date: 08/20/02
Review Letter (8/21/01) and Supersedes: 1/16/98
PR Notice 2001-1 Page 9 of 9

(Side Panel)

CONDITIONS OF SALE: THE DIRECTIONS ON THIS LABEL WERE
DETERMINED THROUGH RESEARCH TO BE APPROPRIATE FOR THE
CORRECT USE OF THIS PRODUCT. THIS PRODUCT HAS BEEN TESTED
UNDER DIFFERENT ENVIRONMENTAL CONDITIONS BOTH INDOORS AND
OUTDOORS SIMILAR TO THOSE THAT ARE ORDINARY AND CUSTOMARY
WHERE THE PRODUCT IS TO BE USED. INSUFFICIENT CONTROL OF PESTS
OR PLANT INJURY MAY RESULT FROM THE OCCURRENCE OF
EXTRAORDINARY OR UNUSUAL CONDITIONS, OR FROM FAILURE TO
FOLLOW LABEL DIRECTIONS. IN ADDITION, FAILURE TO FOLLOW LABEL
DIRECTIONS MAY CAUSE INJURY TO ANIMALS, MAN, AND DAMAGE TO
THE ENVIRONMENT. BAYER OFFERS, AND THE BUYER ACCEPTS AND
USES, THIS PRODUCT SUBJECT TO THE CONDITIONS THAT
EXTRAORDINARY OR UNUSUAL ENVIRONMENTAL CONDITIONS, OR
FAILURE TO FOLLOW LABEL DIRECTIONS ARE BEYOND THE CONTROL OF
BAYER AND ARE, THEREFORE, THE RESPONSIBILITY OF THE BUYER.

x:moiij/labelspr/CoRalFlyTick.doc
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS

LT -“‘

F;AP.ERWQRK REDUCTION ACT NOTICE: Public reporting burden for tpis collection of information is estimated to average 0.85 hour per

response, including time for reviewing instructions.saarching existing data sources, gathering and maintaining the data needed, and completing and
reviewing the collection of information. Send-comfients regarding the burden estimate or any other aspect of this collection of information, including
suggestions for reducing this burden, to Chief, Information Policy Branch, {2136), U.S. Environmental Protection Agency, 401 M Street, SW,
Washington, DC 20460.

|N§TRQQT|QN§: This form is to be used for all applications for new registration, end use reregistration, amendment, resubmission, to applications
for notifications, final printed labeling, reregistration, etc. In order to process an application for a new registration submitted on this form, the
following material must accompany the application:

Certification with Respectito Citation of Data (EPA Form 8570-29). {If not exempted by 40 CFR 152.81 (b) (4));
Confidential Statement of Formula (EPA Form 8570-4); ’

Formulator's Exemption Statement (EPA Form 8570-27);

Five copies of draft labeling;

Three copies of any data submitted;

Authorization letter where applicable;

Matrices where applicable.

Noghwh =

Submission of Labeling - Labeling should first be submitted in the form of draft labels with all applications for new registration. Such draft lebels mey be
in-the form of typed label text on 8.5 x 11 inch paper for submission or 8 mockup of the proposed label. If prepared for mockup, it should be
constructed in 8 way as to facilitate storage in an 8.5 x 11 inch file. Mockup labels significantly smaller than 8.5 x 11 inches should be mounted on 8.5
1x 11 inch paper for submission.

Submission of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5.

,

SPECIFIC INSTRUCTIONS: Piease read the instructions listed below before completing this application. First determine the type of registretio’

action, listed in Block A, for which you are submitting this application. For applications submitted in connection with New Registration actions, Sections
I, lil, and IV must be completed by the applicant. For applications submitted in connection with amended reregistration actions, resubmissions,
notifications, reregistrations, etc., Sections |, Il, and IV must be completed by the applicant.

Block A - Check the appropriate action for which you are submitting this form.

SECTION 1 - This section must be completed, as applicable, for all registration actions.

1. Company/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have been assigned to you es e

besic registrant, a distributor, or as an establishment. If your product is registered, insert the Product Number.

. EPA Product Manager - If known, fill in the name_and PM number of the EPA Product Manager.

Proposed Classification - Specify the proposed classification of this product. -
Product Namae - Enter the complete product name of this pesticide as it will appear on the iebel. The name must be specific to this product only.
Duplication of names is not permitted among products of the same company. Do not include any brand name or company line designations.”

5. Name and Address of Applicant - The name of the firm or person and address shown in your application.is the person or firm to whom the
registration will be issuad. If you are acting in behalf of another party, you must submit authorization from that party to act for them in registration
matters. An applicent not residing in the United Stetes must have an authorized agent residing in the United States to act for them in all
registration matters. The name and complete mailing address of such an agant must accompany this application.

6. Expadited Review - FIFRA section 3 (c) 3 (B) provides for expeditad raview of applications for registration, or amandmants to existing registrations,

- that are similar or identical to other pesticide products that are currently registered with the EPA. In order for your application to be eligible for 4
expedited review, you must provide us with the EPA Registration Number and product name of tha product you believe is similar to or identical ‘
your product. The product must be similar or identica! in both formulation and labeled uses.

hobn

SECTION 1l - This section must be completed for all applications submitted to amend the registration only of & currently registered product

(Amendment), for a resubmission in response to en Agency letter, for notifications to the Agency, for the submission of finel printed labeling, for

reregistration and for any other action thet pertains to a specific EPA-registered product. This section is not to be used for a new application for

registration.

1. Subject of submission - Check the applicable block and provide the Agency letter dete if appropriate. Provide a brief explanation of the purpose(s)
for the submission, such as "the addition of a site, pest or crop (specify)”; "amend the Confidential Statement of Formula by..."; "reregistration
submission™; "general label revision of use directions.” Attach a separate page if edditional space is needed.

§E§TION m (Peckagmg and Container Informetlon) - This Sectnon must be completed for all applications submitted in connection wnth naw
registration or applicable amendments.

1. Type of Packaging - Check the appropriate block if your product will be packaged in the mdlcated packagmg types

* Indicate the size of the individual packets and number per retail container.

. Type of Retail Container - Indicate type of container in which product will be marketed.

. Location of Net Contents - indicate the location of the net contents:information for your product.

. Size(s) of Retail Container - Specify the net contents of all retail containers for your product.

. Location of Use Directions - Indicate the location of the use directions for your product.

. Manner in which label is affixed to product - Indicated the method product lebel is attached to retail container.

oNnhswN

SEQTlQN IV (Contect Point) - This Section must be completed for all applications for Registration ections, i.e., new products registration,
resubmission, "me-too,” reregistration, etc.

1-5. Self-explanatory.
6. EPA Use Only.

2}
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Agriculture Division

August 23, 2002 Animal Health
anyeIrBCorporation
. .0. Box 390
Ms. Linda DeLuise Shawng)e( Mission, KS 66201-0390
7505C Phone: 913 268-2000
USEPA Headquarters
Ariel Rios Building

1200 Pennsylvania Avenue, N.W.
Washington, D.C. 204060

Subject: Revised labels for coumaphos products
EPA Reg. No.’s 11556-4, -11, -14, -23,-98, and -115

Dear Ms. DeLuise:

Attached are (5) text copies the revised label for Co-Ral Animal Insecticide 1% Shaker
Can (EPA Reg. No. 11556-4), Coumaphos Technical (EPA Reg. No. 11556-11), Co-Ral
Animal Insecticide 1% Bulk Dust (EPA Reg. No. 11556-14), Co-Ral Emulsifiable
Livestock Insecticide (EPA Reg. No. 11556-23), Co-Ral Flowable Insecticide (EPA Reg.
No. 11556-98), and Co-Ral Fly & Tick Spray (EPA Reg. No. 11556-115).

These labels were revised in accordance with the Agency letters dated August 21, 2001
(for all six products) and the SRRD memorandums dated February 14, 2001 (for
11556-4), March 2, 2001 (for 11556-11), February 21, 2001 (for 11556-14), March 1,
2001 (for 11556-23), March 1, 2001 (for 11556-98), and March 2, 2001 (for 11556-115).
The letters and memos are attached to their respective application. No other changes or
revisions were made to the labels other than the ones listed in Agency letter and SRRD
memo.

Please call me at 913-268-2588 or Greg Gagliano at 913-268-2751 if you have any
questions or need additional information.

Since{,ely,

F. Terry McNamara
Director, Preclinical Development and EPA Regulatory Affairs

FTM:GGG/t ool e e
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x:moiij/letters/GGG0221 .doc
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Federal Express 08/23/02 e At

Document Processing Desk (AMEND)
Office of Pesticide Programs

U.S. Environmental Protection Agency
Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202 I

Enclosure:  Letter to Ms. Linda DeLuise (7505C) fe T

Application for Pesticide Amendment —
Co-Ral Animal Insecticide 1% Shaker Can (EPA Reg. No. 11556-4) -
five copies draft labeling & one copy EPA Letter dated Aug. 21,
2001, & one copy SRRD Memo dated Feb. 14, 2001

Application for Pesticide Amendment —
Coumaphos Technical (EPA Reg. No. 11556-11) -
five copies draft labeling & one copy EPA Letter dated Aug. 21,
2001, & one copy SRRD Memo dated March 2, 2001

Application for Pesticide Amendment —
Co-Ral Animal Insecticide 1% Bulk Dust (EPA Reg. No. 11556-14) -
five copies draft labeling & one copy EPA Letter dated Aug. 21,
2001, & one copy SRRD Memo dated Feb. 21, 2001

Application for Pesticide Amendment —
Co-Ral Emulsifiable Livestock Insecticide (EPA Reg. No. 11556-23)-
five copies draft labeling & one copy EPA Letter dated Aug. 21,
2001, & one copy SRRD Memo dated Mar. 1, 2001

Application for Pesticide Amendment —
Co-Ral Flowable Insecticide (EPA Reg. No. 11556-98) -
five copies draft labeling & one copy EPA Letter dated Aug. 21,
2001, & one copy SRRD Memo dated Mar. 1, 2001

Application for Pesticide Amendment —
Co-Ral Fly & Tick Spray (EPA Reg. No. 11556-115) -
five copies draft labeling & one copy EPA Letter dated Aug. 21,
2001, & one copy SRRD Memo dated Mar. 2, 2001

x:mooij/epadoc/distriCoumaphos.Doc 08/23/02
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

& WASHINGTON, D.C. 20460

W agenct

Oy 08/29/2002

' F.T. MCNAMARA
BAYER CORP . OFFICE OF
P.O. BOX 390 PREVENTION, PESTICIDES AND

SHAWNEE MISSION KS 662010390 TOXIC SUBSTANCES

PRODUCT NAME: CO-RAL FLY & TICK SPRAY
COMPANY NAME: BAYER CORP

OPP IDENTIFICATION NUMBER: 279621

EPA REGISTRATION NUMBER: 11556-115
EPA RECEIPT DATE: 08/26/2002

SUBJECT: RECEIPT OF AMENDMENT
DEAR REGISTRANT:

The Office of Pesticide Programs has received your application
for an amendment and it has passed an administrative screen for
completeness. )

During the 1n1t1al screen we determined that the application
quaplfles for fast track review. The package will now be forwarded
to the Product Manager for review to determine its acceptablllty

- If you have any questions, please contact Insecticide Branch
Product Manager 03, at (703) 305-6891.

Sincerely,
A Uhsae

Front End Processing Staff
Information Services Branch
Program Management and Support Division

Intemet Address (URL) e http: /Mww epa.gov 29
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Attachment for Application for Pesticide Registration

**iqz) Co-Ral® Fly and Tick Spray, EPA Reg. No. 11556-115
£
§ Enclosed with this application are two (2) copies of the revised Confidential
5 Statement of Formula (CSF) for Bayer’s Co-Ral® Fly and Tick Spray product
_Tg (EPA Reg. No. 11556-115). The revision is being made by Notification as per PR
S Notice 98-10 which allows for a change in source for inert ingredients.
8 Specifically, Bayer is changing the source of one inert ingredient from |||
S No other changes have been made
o tothe CSF.
o
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AUG 2 2 2002

Mr.. F.T. McNamara

Bayer Corporation

P.O. Box 390

Shawnee Mission, KS 66201-0390

Dear Mr. McNamara:

Subject: Submission of Label in accordance with the
Coumaphos Reregistration Eligibility Decision (RED)
document, and issuance of Unconditional Registration.
Product Name: CO-RAL Fly and Tick Spray

EPA Registration Number: 11556-115

On August 21, 2001 the Agency sent you a letter requesting
that you update your label and respond within thirty (30) days.
The Agency has not yet received your response.

Please submit you updated label within thirty (30) days. A

copy of the August 21, 2001 letter is included for your
convenience.

If you have any questions please call Linda A. DeLuise at
703 305-5428.

Sincerely yours,

George T. LaRocca

Product Manager (13)
Insecticide Branch
Registration Division (7505C)

Enclosure
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AUG 2 1 2001

Mr. F.T. McNamara

Bayer Corporation

P.O. Box 390

Shawnee Mission, KS 66201-0390

Dear Mr. McNamara:

Subject: Submission of Label in accordance with the
Coumaphos Reregistration Eligibility Decision (RED)
document, and issuance of Unconditional Registration.
Product Name: CO-RAL Fly and Tick Spray

EPA Registration Number: 11556-115

Submission Dated: January 10 and January 19, 2001

Your application for reregistration of the subject pesticide
product under FIFRA sec. 3(c)(5) is provisionally acceptable.
Submit three final printed copies of the proposed labeling
incorporating the following revisions:

1. Incorporate any label revisions and/or approved
amendments since the date of Bayer's original reregistration
submission.

2. Incorporate all of the comments identified in the
enclosed Agency Memorandum dated March 2, 2001 from the Special
Review and Reregistration Division.

Please respond within thirty (30) days from the date of this
letter stating your 1ntentlons to comply with the
information/label requests cited above. This letter does not
constitute registration or reregistration of CO-RAL Fly and Tick
Spray, and such label claims may not be lawfully marketed until
it is registered. Furthermore, the Agency will be unable to
process any further label amendments, until all reregistration
label issues are corrected, and an unconditional registration is
issued.

To expedite handling, please return a copy of this letter
with your finished labeling. If you have any questions please
call Linda A. DeLuise at 703 305-5428.

Sincerely yours,

! George T. LaRocca

i Product Manager (13)

; Insecticide Branch
Registration Division (7505C)

Enclosures ;
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BACKGROUND: Bayer Corporation has submitted 5 copies of draft labeling for the subject
product in its 8 month response to the Coumaphos RED. PRB has completed a preliminary
assessment of the draft labeling. In its assessment, PRB has considered the following: 1)
Labeling requirements specified in the Coumaphos RED; 2) Labeling specified or required in
the Product Chemistry and Acute Toxicity Reviews; and 3) Labeling requirements as specified
in 40 CFR Part 156.10 and associated labeling policy documents such as the Label Review
Manual or Pesticide Regulation Notices (PRNs). In addition, PRB has made recommendations
that will improve the comprehension and consistency of all product labels. This document can
be accessed electronically on the Lan through the Q:Drive in Word Perfect. The path is
q:\rd\user\prb\label\011556\00115.

NOTE: This preliminary assessment contains recommendations intended to assist Product
Managers in their final review of the pesticide label. Product Managers are encouraged to use
all or portions of this assessment and then apply their own knowledge of the subject product
and the product’s regulatory history (including comparison with existing stamped accepted
labeling) to conduct a final review of the label. It is the responsibility of the PM to attain the
necessary label improvements required for final product reregistration.

SUMMARY OF FINDINGS:

I RED Risk Mitigation:

The subject product label contains risk mitigation labeling requirements as specified in
the Coumaphos RED.

0 § Technical Review Requirements:

Product Chemistry: The subject product label contains the required labeling as
specified in the product chemistry review dated 10/27/98.

Acute Toxicity: The subject product label does not contain the required labeling as
specified in the acute toxicity review dated 08/06/99.

. The Hazards to Humans and Domestic Animals must be revised.
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m Other Labeling Requirements:

The subject product does not contain the required labeling as specified by 40 CFR Part
156.10, PR Notices and the Label Review Manual.

The company’s phone number should be added to the label.
The Hotline information should be added under First Aid.
The Storage and Disposal text should be revised.

Revisions are needed to the Warranty section.

Refer to Appendix 1 for more details and to Appendix II for suggested placement
information.

@ RECOMMENDATIONS:

The subject product requires revisions to conform with the Technical Reviews (Acute

Toxicity) and Agency label policies. Subject to final review by the Product Manager,
PRB recommends that the registrant resubmit to the Product Manager, revised product
labeling that addresses the deficiencies specified in this review and any other
deficiencies specified by the Product Manager.

Refer to Appendix I.
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Appendix L.

PRB Label Analysis

For Co-Ral Fly and Tick Spray, EPA Reg. No. 11556-115

Restricted Use Pesticide

Product Name

Company Name and
Information

PRB recommends the company's phone number be placed on the
label.

See Appendix 11 for suggested placement.

Identification Numbers

Ingredients Statement

Net Contents

KOROC

Signal Word

Precautionary Statements X
Header
First Aid X The First Aid statements are correct, as per PR Notice 2001-1 and

the acute toxicity review dated 08/06/99. However, the registrant
should be encouraged to provide the following additional Hotline
information on the label, as per PR notice 2001-1:

"For additional information in case of emergency call toll
free (Telephone Number)."

Notes to PM: 1)The registrant should also be encouraged to place
the First Aid statements in a box, as per PR Notice 2001-1. 2) Since
the acute inhalation study is in category IV, no treatment
statements are required. If the registrant wishes to place additional
treatment statements on their label for this category, according to
the LRM, it is acceptable.

See Appendix II for formatting and suggested placement.
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Hazards to Humans and
Domestic Animals

As per the acute toxicity review dated 08/06/98, the HHDA
statements must be modified as specified below:

“May be fatal if swallowed. Harmful if absorbed through skin.
Causes moderate eye irritation. Avoid contact with eyes, skin or
clothing.”

Note to PM: If the registrant wishes to add an optional statement
concerning inhalation, the statement should be placed in the end, as
per the LRM (pages 8-7 and 8-16). The HHDA statements may be
modified as follows: “May be fatal if swallowed. Harmful if
absorbed through skin or inhaled. Causes moderate eye irritation.
Avoid contact with eyes, skin or clothing.”

PPE X

User Safety Requirements X

Engineering Controls N/A

User Safety X

Recommendations

Environmental Hazards X See Appendix II for suggested placement.
Physical and Chemical N/A

Hazards

Header “Directions for X

Use”

Violation of Federal Law X

Text

WPS Text N/A

Non- WPS Text N/A

Storage and Disposal X Per the Label Review Manual (page 13-1), PRB recommends that

the heading "Storage" should be replaced with "Pesticide Storage."

General Instructions and N/A
Information Sub-Header
Chemigation/Prohibition N/A
(if applicable)

Spray Drift Labeling N/A
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General Information
(non-site specific

information on uses, N/A

pests, mixing and

loading, tank mixing,

etc....)

General Precautions and X All restrictions required by the RED are on the label.
Restrictions

Application Instructions

The term “Recommended Applications” implies that the rates are

recommendations only and thus, do not have to be followed. The
registrant should be required to replace the heading with a more
appropriate heading such as “Application Rates” or “Application
Instructions”.

B AEANSER T

s

Consistency with label
instructions

Not false and misleading

The Limited Warranty and Limitation of Damages contains an
overbroad statement concerning limitation of liability (“Any
damages arising from a breach of this warranty, shall be limited to
direct damages, and shall not include consequential commercial
damages such as loss of profits or values, etc.”). The registrant
should be informed that such a statement may be misleading and
may constitute misbranding under FIFRA. OGC has suggested that
limitation of liability statements, such as the one cited above, be
preceded by a qualifying phrase such as “To the extent allowable by
State law, ...” or otherwise qualified in such a way as to make it
clear that it is the registrant’s intent that Bayer Corp.’s liability be
limited and that the Limited Warranty and Limitation of Damages
is not meant to be a statement of law. However, the guidance in
Policy and Criteria Notice 2163.1, states that PM’s will not, at this
time, conduct a detailed review of such liability disclaimers, but
will inform registrants that approval of the label with such
statements should not be construed as a decision by the Agency that
the language is not misleading and that the label might eventually
have to be changed. Refer to Policy and Criteria Notice 2163.1 for
further information.

See Appendix II for suggested placement

None




appendix I

Product Name

Suggested Presentation of Label

Ingredients. ..ccceiiieiiierienrainrientienresirccercansccensesssasnrsonses

EPA Registration and Establishment Numbers

Company Name, Address, Phone Number

Net Contents

KEEP OUT OF REACH OF CHILDREN

SIGNAL WORD

FIRST AID

IF SWALLOWED

*Call poison control center or doctor immediately for treatment advice.

*Have person sip a glass of water if able to swallow.

*Do not induce vomiting unless told to do so by the poison control center or doctor.
*Do not give anything by mouth to an unconscious person.

IF ON SKIN OR
CLOTHING

*Take off contaminated
*Rinse skin immediately with plenty of water for 15-20 minutes.
*Call a poison control center or doctor for treatment advice.

IF IN EYES

*Hold eye open and rinse slowly and gently with water for 15-20 minutes.

*Remove contact lenses, if present, after the first five minutes, then continue rinsing
eye.

*Call a poison control center or doctor for treatment advice.

IF INHALED
(optional statement)

*Move person to fresh air.

*If person is not breathing, call 911 or an ambulance, then give artificial respiration,
preferably by mouth-to-mouth, if possible.

*Call a poison control center or doctor for further treatment advice.

HOT LINE NUMBER

"In case of emergency call toll free number XXXXX
"Have the product container or label with you when callmg a poison control center or
doctor or going for treatment."
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PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

PPE
User Safety Requirements

USER SAFETY RECOMMENDATIONS

ENVIRONMENTAL HAZARDS

DIRECTIONS FOR USE

It is a Violation of Federal Law......

STORAGE AND
DISPOSAL

General Information (non-site-specific)
General Precautions and Restrictions

APPLICATION INSTRUCTIONS (site-specific)

Application Instructions

WARRANTY STATEMENT
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DATE OUT: 27/0CT/1998

SUBJECT: PRODUCT CHEMISTRY REVIEW OF: Manufacturing Use [ ], End Use Product [x]
BARCODE No.: D244708 EPA RECEIVED DATE: 12/FEB/98 Reg./File Symbol No.: 11556-115
PRODUCT NAME: Co-Ral Fly and Tick Spray (LIS) MRIDs: 428745-01
COMPANY NAME: Baver Cormp. Action Code:_674

FROM: Maria Rivera Piansay, Chem;stl?z‘M ‘)M*&(W“\ tef }gl P

Product Chemistry Team 7
PRB/SRRD (7508W) Dﬁ f‘/’; f /;‘ﬁ//"

TO: CP Moran, CRM
Product Reregistration Branch
Special Review and Reregistration Division (7508W)

INTRODUCTION:

With this submission, the registrant, Bayer Corp., provided a Confidential Statement of Formula (CSF), a
basic formulation dated 28/JAN/98, a draft label received by the Agency on 12/FEB/98 and MRID number
428745-01 that contains the product chemistry data. The registrant is requesting FIFRA Sec. 4 reregistration
of the end use product Co-Ral Fly and Tick Spray (LIS), EPA Reg. No. 11556-115.

FINDINGS:
1. A Reregistration Eligibility Decision (RED), Case # 0018, was issued Aug. 1,1996 for the

Technical Grade Active Ingredient (TGAI), Coumaphos, EPA Reg. No. 11556-11. No generic
data gaps were cited.

2. The submitted product chemistry are adequate and support FIFRA Section 4 reregistration of this
product.
3. This product is produced by a non-integrated formulation system, meaning that the technical

source claimed on the label is registered. Co-Ral Fly and Tick Spray has a claimed label
concentration of 6.15% 0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo0-2H-1-benzopyran-7-
yl)phosphorothioate (Coumaphos) and 93.85% inert ingredients.

4. The submitted MRID # 428745-01 contains adequate enforcement analytical methods for the
active ingredient Coumaphos. The methods used are: High Performance Liquid Chromatography
using Bayer Animal Health Test Method TMC-2.57, dated 06/21/93 or Infrared Spectroscopy
using Bayer Animal Health Test Method TMC-2.20, dated 06/2 1/93 These methods are adequate
and satisfy the requirements of 40 CFR 158.180.

5. The registrant should be advised to correct the proposed upper and lower certified limits (for the

active ingredient) on the CSF, from 6.8% and 5.5% to 6.46% and 5.84%, respectively, as per the
regulations of 40 CFR 158.175. Other information presented in the CSF are acceptable and
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support reregistration of this product.
6. All ingredients claimed on the CSF are cleared for use in pesticide formulations.

7. The ingredicnt statement, the physical/chemical hazard statement, and the storage and disposal
statement cited on the product’s label satisfy the requirements of 40 CFR156.10.

CONCLUSIONS:

Other than submitting a revised CSF (Finding 5 above), the registrant has satisfied product chemistry data
requirements for Section 4 Reregistration of this product.

43



3

REVIEW OF PRODUCT CHEMISTRY DATA: .

PRODUCT NAME: Co-Ral Fly and Tick Spray (LIS) EPA Reg. No: 11556-115
Group A: Series 830-Product Identity, Composition, and Analysis (40 CFR158.155, .160, .165,
167,170, .175 & .180).

$30-1550 Product Identitv and Composition

Co-Ral Fly and Tick Spray is produced by a non-integrated formulation system using a
technical grade active ingredient, Coumaphos (96% Chemical Purity), EPA Reg. No. 11556-
11. A review of the calculations presented on the CSF indicate that the proposed upper and
lower certified limits for the active ingredient, based on the nominal concentration, do not fall
within the specified limits of 40 CFR 158.175(b)(2). The upper and lower certified limits
should be + 5% of the nominal value. Thus, the correct upper and lower certified limits would
be 6.46% and 5.84%, respectively, unless adequate explanation is presented as to why there
must be wider certified limits.

830-1600 Description of Materials Used to Produce the Product
Refer to Confidential Appendix A.

830-1620 Discussion of Formulation Process
Refer to Confidential Appendix A.

830-1670 Discussion of Formation of Impurities
Refer to Confidential Appendix A.

§30-1700 Preliminary Analvsis
Refer to Confidential Appendix A

830-1750 _Certified Limits
Refer to Confidential Appendix A.

830-1800 Enforcement of Analvtical Method:

The analytical methods for the active ingredient in this product are presented in MRID #
428745-01, “Bayer Animal Health Test Method” TMC -2.57, an HPLC method that involves
determination of the coumaphos concentration by UV detection, by comparison of the peak

height of the sample with the peak height of a standard of known concentration.
\ .

Ah alternate method is “Bayer Animal Health Test Method” TMC-2.20, an infrared (IR)
spectroscopic method which involves comparison of the infrared absorbances of the sample
and the standard at the absorbance maximum near 1730 cm™

Sample calculations and chromatograms have been pfovided and found to be adequate.
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Group B: Series 830- Physical and Chemical Properties (40 CFR 158.190): MRID Nos.: 428745-
01, unless indicated

GUIDELINE REFERENCE NO.

VALUE OR QUALITATIVE DESCRIPTION/
- . (GRN)/ TITLE 830- METHOD(S) USED WHERE APPLICABLE AND
REFERENCES
-6302 Color Waived, per PR Notice 92-5.
-6303 Physical State Liquid.
-6304 Odor Data waived per PR Notice 92-5.
-6314 Oxidation/Reduction: Chemical | Oxidized by KMNO, but not by NaOCl. Product was
Incompatibility inactive toward reduction by metallic zinc

-6315

Flammability/Flame Extension

Flashpoint is greater than 195°C.

-6316

Explodability

Not required; product does not contain ingredients with any
explosive potential.

-6317

Storage Stability of the Product

-6319

Miscibility

Data waived per PR Notice 92-5.

Not applicable; product is not intended to be diluted with
petroleum distiliates.

-6320

Corrosion Characteristics

Not required; active ingredient is a registered source.

-6321 Dielectric Breakdown Voltage No§ required; product will not be used around electrical
equipments.

-7000 pH 6.3 at 20°C.

-7100 Viscosity 7.5 centipoise at 25°C.

-7300 Density/Relative Density/ Bulk | 8.4 Ib./gal.

Density
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*Manufacturing process information may be entitled to confidential treatment*

5

Confidential Appendix A

830-1600 Description of Matenals Used to Produce the Product
The raw materials for this product are listed on the CSF.

830-1650 Description of Formulation Process

MRID #428743-0
A
-

F

830-1670 Discussion of Formation of Impurities
The registrant reported no reaction may be expected w1th any component during the formulation

of this product, thus no impurities are formed.

830-1700 Preliminary Analysis
Not required for non-integrated products.

830-1750 Certified Limits
Coumaphos: Lower Limit: 5.84%; Nominal Conc.: 6.15%; Upper Limit: 6.46%

(The reported upper and lower certified limits of 6.8% and 5.5% should be changed 10 6.46% and
5.84% as per the regulations of 40 CFR 158.175(b)(2)).

M.R. Piansay and Central File (EPA Reg. No. 11556-115).
7508 W:SRRD:PRB:CS-1: M.R.P.: (27/0CT/98):703-308-8063:<11556-115>
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BACKGROUND: In a resubmission response to the review conducted on the 8 month
response to the Coumaphos RED, the registrant has submitted MRID Nos. 448718-09 (acute
dermal) and 448718-02 (acute inhalation) to address the deficiencies noted in the review by A.
Hanger of PRB/SRRD dated September 14, 1998. EPA Reg. No. 11556-23 is in batch 3 and
EPA Reg. No. 11556-115 is not addressed by the Coumaphos RED. However, EPA Reg. No.
11556-115 may be supported by the data performed on EPA Reg. No. 11556-23.

RECOMMENDATIONS:

. In the acute dermal study, the test material was applied directly to the gauze rather than
the skin of the test animal. However, this deviation is not considered to affect the test
results.

. The submitted acute dermal and acute inhalation studies conducted on EPA Reg. No.

11556-23 are acceptable.

. The requést for EPA Reg. No. 11556-115 to be supported by the acute dermal and
acute inhalation studies submitted for EPA Reg. No. 11556-23 is acceptable.

The acute toxicity guidelines for EPA Reg. No. 11556-23 and 11556-115 are satisfied.

The acute toxicity profile for EPA Reg. Nos. 11556-23:

Acute Oral I Acceptable
Acute Dermal I Acceptable
Acute Inhalation v Acceptable
Primary Eye I Acceptable
Primary Dermal IV Acceptable
Skin Sensitization skin-sensitizer Self Validated

The acute toxicity profile for EPA Reg. Nos. 11556-115:

Acute Oral II Acceptable
Acute Dermal I Cited
Acute Inhalation v Cited
Primary Eye III Cited
Primary Dermal Iv Cited
Skin Sensitization skin-sensitizer Cited
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PRECAUTIONARY LABELING

ID #: 011556-00023 CO-RAL (COUMAPHOS) EMULSIFIABLE LIVESTOCK
INSECTICIDE

RESTRICTED USE CLASSIFICATION RECOMMENDED:
Due to acute oral toxicity category.

The PM Team should decide if restricted use classification is
necessary or if alternative labeling will allay the requirement for
restricted use classification.

INGREDIENT LABELING:
Contains Petroleum Distillate.
SIGNAL WORD: DANGER PELIGRO
POISON (SKULL and CROSSBONES symbol)
H }\ZARDS TO HUMANS AND DOMESTIC ANIMALS:

Fatal if swallowed. Harmful if absorbed through skin. Causes

moderate eye irritation. Avoid contact with eyes, skin or clothing.

Wear long-sleeved shirt and long pants, socks and shoes and chemical

resistant gloves (such as Barrier Laminate or Viton). Users should wash hands before eating,
drinking, chewing gum, using .tobacco or using the toilet. Prolonged or frequently repeated
skin contact may cause allergic reaction in some individuals.

FIRST AID:

IF SWALLOWED?#*: Call a poison control center or doctor immediately for
treatment advice. Have person sip a glass of water if able to

swallow. Do not induce vomiting unless told to by a poison control

center or doctor.

IF ON SKIN: Take off contaminated clothing. Rinse skin immediately
with plenty of water for 15-20 minutes. Call a poison control center
or doctor for treatment advice.

IF IN EYES: Hold eye open and rinse slowly and gently with water for
15-20 minutes. Remove contact lenses, if present, after the first 5
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minutes, then continue rinsing. Call a poison control center or
doctor for treatment advise.

Have the product container or label with you when calling a poison control center or doctor or
going for treatment.

NOTE TO PHYSICIAN:
The proposed label must contain the following guidance:

“Note to Physician: This product may pose an aspiration pneumonia
hazard. Contains petroleum distillate.”

Note to PM/CRM/Registrant: The proposed label should contain a "Note

to Physician" which addresses the presence of a cholinesterase inhibitor and category I acute
“oral toxicity. The following statements are suggested types of
information that may be included, if applicable:

- technical information on symptomatology;

- use of supportive treatments to maintain life functions;

- medicine that will counteract the specific physiological
effects of the pesticide;

- company telephone number to specific medical personnel who
can provide specialized medical advice.

*First aid statement for acute oral toxicity must appear on the front panel.
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PRECAUTIONARY LABELING
ID #: 011556-00115 CO-RAL LIVESTOCK INSECTICIDE SPRAY
INGREDIENT LABELING:
Contains Petroleum Distillate.
SIGNAL WORD: WARNING AVISO
HAZARDS TO HUMANS AND DOMESTIC ANIMALS:

May be fatal if swallowed. Harmful if absorbed through skin. Causes

moderate eye irritation. Avoid contact with eyes, skin or clothing.

Wear long-sleeved shirt and long pants, socks and shoes and chemical

resistant gloves (such as Barrier Laminate or Viton). Users should wash hands before eating,
drinking, chewing gum, using tobacco or using the toilet. Prolonged or frequently repeated
skin contact may cause allergic reaction in some individuals.

FIRST AID:

IF SWALLOWED: Call a poison control center or doctor immediately for
treatment advice. Have person sip a glass of water if able to

swallow. Do not induce vomiting unless told to by a poison control

center or doctor.

IF ON SKIN: Take off contaminated clothing. Rinse skin immediately
with plenty of water for 15-20 minutes. Call a poison control center
or doctor for treatment advice.

IF IN EYES: Hold eye open and rinse slowly and gently with water for
15-20 minutes. Remove contact lenses, if present, after the first 5
minutes, then continue rinsing. Call a poison control center or
doctor for treatment advise.

NOTE TO PHYSICIAN:

The proposed label must contain the following guidance:

“Note to Physician: This product may pose an aspiration pneumonia
hazard. Contains petroleum distillate.”

Note to PM/CRM/Registrant: The proposed label should contain a "Note
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to Physician" which addresses the presence of a cholinesterase inhibitor. The following
statements are suggested types of information that may be included, if applicable:

-

-

technical information on symptomatology;
use of supportive treatments to maintain life functions;
medicine that will counteract the specific physiological

. effects of the pesticide;

company telephone number to specific medical personnel who
can provide specialized medical advice.
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DATA REVIEW FOR ACUTE DERMAL TOXICITY TESTING (§81-2, 870.1200)

Product Manager: Arnold Layne, 03
MRID No.: 448718-09

" Reviewer: Ann Hanger
Study Completion Date: July 1, 1999
Study No.: 99-A22-AU

Testing Facility: Bayer Corporation
Author: Sturdivant, D.W.
Quality Assurance (40 CFR §160.12): Included

Test Material: Coumaphos (CO-RAL® Emulsifiable Livestock Insecticide, 12.1%
Coumaphos); Lot 416166; dark brown liquid

Species: Rats; Wistar Hannover

Age: Young adult

Weight: Males: 229-301 g; Females: 170-211 g

Source: Charles River Laboratories, Raleigh, NC

Dermal LD, Testing:

Conclusion:
1. LDg, (mg/kg):
Males: > 2000 mg/kg
Females: > 2000 mg/kg
Combined: > 2000 mg/kg

2. The estimated LD.,is > 2000 mg/kg
3. Tox. Category: Il Classification: Acceptable

Procedure (Deviations from §81-2): Test material was applied directly to gauze rather than
the skin of the test animal. However, this is not considered to affect the test results.

Results:
Number of Deaths/Number Tested
Dosage (mg/kg)
Males Females Combined
500 0/6 0/6 0/12
1000 0/6 0/6 0/12
2000 0/6 0/6 0/12

Observations: Compound related signs included muscle fasciculations (females), urine
staining (both) and nasal staining (males).

Gross Necropsy: Compound related gross lesions were not evident at necropsy.




DATA REVIEW FOR ACUTE INHALATION TOXICITY TESTING (§81-3, 870.1300)

Product Manager: Arnold Layne, 03 Reviewer: Ann Hanger
MRID No.: 448718-02 Study Completion Date: June 14, 1999
Study No.: T5068290

Testing Facility: Bayer Ag
Author: Pauluhn

Quality AssUrance (40 CFR §160.12): Included

Test Material:  Coumaphos (CO-RAL® Emulsifiable Livestock Insecticide; 12.2%
Coumaphos); Lot 416166 brown, transiucent liquid

Species: Rats; SPF bred Wistar rats

Age: Young aduilt

Weight: Males: 199-301 g; Females 168-224 g

Source: Harlan-Winkelmann GmbH, Borchen (Germany)

Conclusion:
1. LC,, (mg/L):
Males: >2.42 mg/L
Females: >2.42 mg/L

2. The estimated LC,,is >2.42 mg/L
3. Tox. Category: IV Classification: Acceptable

Procedure (Deviations from §81-3): The relative humidity should be between 30 and 70%.
However, this is not considered to have an affect on the test results.

Exposure Concentration Number of Deaths/Number Tested
mg/L (Analytically
__ Determined) Males Females Combined
0.915 0/5 0/5 0/10
1.585 0/5 1/5 110
2.420 0/5 2/5 2/10
5.050. 5/5 5/5 10/10

Clinical Observations: Exposure to 2.420 and 0.915 mg/L did not resutt in mortality in maies
and females, respectively. The concentration-mortality relationship suggests that females are
more susceptible than males. The following clinical signs were observed: motility reduced,
prostration (lying on belly), piloerection, ungroomed hair-coat, labored breathing pattern,
bradypnea, sneezing, limp, tremor, fasciculations, emaciation, miosis, cyanosis, salivation,
nostrils: red encrustations, hypothermia, decreased reflexes and decreased body weights. All
signs resolved within the first half of the second postexposure week.
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Gross Necropsy Findings: Necropsy findings were unobtrusive in surviving rats. Rats that
succumbed displayed less collapsed lungs and secretions in airways.

Chamber Atmosphere
Analytical conc. (mg/L) MMAD (um) GSD
10.915 1.85 & 1.65 2.318&1.94
1.585 1.91&1.88 2.20 &2.19
2.420 2.04 & 1.85 219 & 1.88
5.050 2.16 & 2.11 211 82.07

Other Information: Approximately 67-82% of particles had an 'aerodynamic diameter <3 Hm.

Chamber Environment @
Chamber Volume 38L
Airflow 15 LPM
Temperature : 20°C
Relative Humidity 2.9-32.4%

@ nose only




ACUTE TOX ONE-LINERS

1. REGISTRATION NO.: 11556-23

2, PC CODE: 036501

3. CURRENT DATE: September 14, 1998
4. TEST MATERIAL: Coumaphos (CO-RAL® Emulsifiable Livestock Insecticide)

Coumaphos 12%
Study/Species/Lab Tox. Core
Study #/Date MRID - Resuits Cat. | Grade
Acute dermal toxicity 448718-09 | LDs, > 2000 mg/kg (males, i A
rat/ Bayer Corp/ 99-A22-AU/ females, combined)
01-JUL-1999
Acute inhalation toxicity 448718-02 | LC;, > 2.420 mg/L v A

rat/ Bayer Ag/ 75068290/ 14-

JUN-1999

Core Grade Key: A =Acceptable, S = Supplementary, U = Unacceptable, V = Self Validated

10
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS A

.-
r

PAPERWORK REDUCTION ACT NOTICE: Publiic reporting burden for this collection of information is estimated to average 0.85 hour per

response, including time for reviewing instructions.saarching existing data sources, gathering and maintaining the data needed, and completing and
reviewing the collection of information. Send-comfdents regarding the burden estimate or any other aspect of this collection of information, including
suggestions for reducing this burden, to Chief, Information Policy Branch, {2136), U.S. Environmental Protection Agency, 401 M Street, SW,
Washington, DC 20460.

INSTRUCTIQONS: This form is to be used for all applications for new registration, end use reregistration, amendment, resubmission, to applications
for notifications, final printed iabeling, reregistration, etc. In order to process an application for a new registration submitted on this form, the
following material must accompany the application:

1. Certification with Respect to Citation of Data (EPA Form 8570-29). [if not exempted by 40 CFR 152.81 (b) (4)];
Confidential Statement of Formula (EPA Form 8570-4);

Formulator's Exemption Statement (EPA Form 8570-27);

Five copies of draft labeling;

Three copies of any data submitted;

Authorization letter where applicable;

Matrices where applicable.

Norhwn

Submission of Labeling - Labeling should first be submitted in the form of draft labels with all applications for new registration. Such draft labels may be
in-the form of typed label text on 8.5 x 11 inch paper for submission or a mockup of the proposed label. If prepered for mockup, it should be
constructed in a way as to facilitate storage in an 8.5 x 11 inch file. Mockup labels significantly smaller than 8.5 x 11 inches should be mounted on 8.5
x 11 inch paper for submission.

Submission of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5.

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. First determine the type of registration

action, listed in Block A, for which you are submitting this application. For applications submitted in connection with New Registration actions, Sectio
I, I, and IV must be completed by the applicant. For applications submitted in connection with amended reregistration actions, resubmissions,
notifications, reregistrations, etc., Sections |, ll, and IV must be completed by the applicant.

Block A - Check the appropriate action for which you are submitting this form.

SECTION 1| - This section must be completed, as applicable, for all registration actions.

1. Company/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have been assigned to you as a

basic registrant, a distributor, or as an establishment. If your product is registered, insert the Product Number.

EPA Product Manager - If known, fill in the name and PM number of the EPA Product Manager.

Proposed Classification - Specify the proposed classification of this product.

Product Name - Entar the complete product name of this pesticide as it will appear on the label. The name must be specific to this product only.

Duplication of names is not permitted among products of the same company. Do not include any brand name or company line designations.

§. Name and Address of Applicant - The name of the firm or person and address shown in your application is the person or firm to whom the
registration will be issued. If you are acting in behalf of another party, you must submit authorization from that party to act for them in registration
matters. An applicant not residing in the United States must have an authorized agent residing in the United States to ect for them in alt
registration matters. The name and complete mailing address of such an agent must accompany this application.

6. Expedited Review - FIFRA section 3 (c¢) 3 (B) provides for expedited review of applications for registration, or amendments to existing registrations,
that are similar or identical to other pesticide products that are currently registered with the EPA. In order for your application to be eligibie for
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or identical to
your product. The product must be similar or identical in both formulation and labeled uses. . ‘

»ww

§EQT|QN Il - This section must be completed for all applications submitted to amend the registration only of a currently registered product

{Amendment), for e resubmission in response to an Agency letter, for notifications to the Agency, for the submission of final printed labsling, for

reregistration and for any other action that pertains to a _m___m:_w This section is not to be used for a new application for

registration.

1. Subject of submission - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief explanation of the purpose(s)
for the submission, such as “the addition of a site, pest or crop (specify)”; "amend the Confidential Statement of Formula by...”; "reregistration
submission”; "general label revision of use directions.” Attach a separate page if additional space is needed.

SECTION 1l (Packaging and Container Information) - This Section must be compieted for all applications submitted in connection with new
registration or applicable amendments.

1. Type of Packaging - Check the appropriate block if your product will be packaged in the indicated packaging types.

* Indicate the size of the individual packets and number per retail container.

Type of Retall Container - Indicate type of container in which product will be marketed.

Location of Net Contents - Indicate the location of the net contents information for your product.

Size(s) of Retail Container - Specify the net contents of all retail containers for your product.

Location of Use Directions - Indicate the location of the use directions for your product.

Manner in which label is affixed to product - Indicated the method product label is attached to retail container.

ok wN

§ECT|QN IV (Contact Point) - This Section must be completed for all applications for Registration actions, i.e., new products registration,
resubmission, “me-t00,” reregistration, etc.

1-5. Self-explanatory.
6. EPA Use Only.
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N V0 ~ a n amw o na /é\

Agriculture Division

Via Federal [xpress Animal Heallh

Bayer Corporation
P O. Box 390
Shawnee Mission, KS 66201-0390

Phone 913 268-2000
January 22, 2001

L/UCULLIVIIL 1 TULLODIIE LJUDN \AMEND)
Office of Pesticide Programs

U.S. Environmental Protection Agency
Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202

Subject: CSF changes as per DERs
Dear Ms. DeLuisc:

Attached please find the amendment applications for CSF changes to Bayer's currently
registered coumaphos products. Specifically, these products are:

Co-Ral Insecticide 1% Bulk Dust (EPA Reg. No. 11556-14)
Co-Ral Insecticide 1% Shaker Can (EPA Reg. No. 11556-4)
Co-Ral Fly and Tick Spray (EPA Reg. No. 11556-115)

The enclosed draft CSFs (2 copies of each) incorporate the changes required by and

specificd in the Agency reviews received by Bayer from SRRD (see letters dated
January 11, 2001 attached to each application).

Please call me at 913-268-2588 or Mr. Greg Gagliano at 913-268-2751 if you have any
questions or need additional information.

Sincerely,

7 Y, :
§ AoAk }//7( )Z('CHV‘M{«(

F. Terry McNahara M *
Manager. Preclinical Development s ete e
cc: Moana Appleyard, 7508C (letter only) cetes” .

ximoiij/letters/gee0169.doc
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Reason to Issue:  Amend text as per RED Date: 01/09/01

Addendum and PR Notice 2001-1 Supersedes: 1/16/98
Page1 of 9
(Front Panel)
. Co-Ral®
(coumaphos)
FLY AND TICK SPRAY

For Control of Horn Flies, Face Flies, Lice and Ticks

Percent
by Weight
Active Ingredient:
0,0-Diethyl 0-(3-chloro-4-methyl-2-ox0-2H-1-benzopyran-7-yl)
phosphorothioate . . . . . . ... ... .. ............ 6.15%
Inert Ingredients®*: . . . . ... ... .. ... ... ....... 93.85%
Total . . . . . . 100.0%

*Contains aromatic petroleum distillates.

This product contains 0.25 1b 0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-

7-yl) phosphorothioate per half gallon.

EPA Reg No. 11556-115 EPA Est. No. 11556-KS-1

KEEP OUT OF REACH OF CHILDREN
WARNING

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. Causes

moderate eye irritation. Avoid contact with skin, clothing or eyes.

SEE BACK AND SIDE PANELS FOR FIRST AID
AND OTHER PRECAUTIONARY STATEMENTS

NET CONTENTS: 1.892 L (0.50 gallon)

Bayer Corporation
Agriculture Division

Animal Health E e E
P.O. BOX oo:oc:
Shawnee Mission, Kansas 66201 U.S.A. °e

x:moiij/labelspr/CoRalFlyTick.doc



Reason to Issue:  Amend text as per RED Date: 01/09/01
Addendum and PR Notice 2001-1 Supersedes: 1/16/98
Page 2 of 9

(Side Panel)

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING
PERSONAL PROTECTIVE EQUIPMENT

Some materials that are chemical-resistant to this product are barrier laminate and viton

(= 14 mils). If you want more options, follow the instructions for Category G on an EPA
chemical-resistance category selection chart.

Mixers, loaders, and others exposed to the concentrate (such as during a spill or
equipment breakdown) must wear long-sleeve shirt and long pants, chemical-resistant
gloves, chemical-resistant footwear plus socks, chemical-resistant apron, and face shield
or goggles.

Applicators and all other handlers exposed to the diluted product must wear long-sleeve
shirt and long pants, chemical-resistant gloves, and chemical-resistant footwear plus
socks.

Follow manufacturer’s instructions for cleaning/maintaining PPE. If no such instructions
for washables exist, use detergent and hot water. Keep and wash PPE separately from the
other laundry.

User Safety Recommendations

Users should wash hands before eating, drinking, chewing gum, using tobacco, or using
the toilet.

Users should remove clothing immediately if pesticide gets inside. Then wash
thoroughly and put on clean clothing.

[ X R X J

Users should remove PPE immediately after handling this product. Wash the outside of
gloves before removing. As soon as possible, wash thoroughly and changt"&it clean *
clothing.

v L
(L J (X ] [ ]
® o [ ]
20000 Ld *e
[ 4 L )
(X A2 X ) L]
080
L] [ ]
(XX 2 )

* .

x:moiij/labelspr/CoRalFlyTick.doc seveee
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Reason to Issue:  Amend text as per RED- Date: 01/09/01

Addendum and PR Notice 2001-1 Supersedes: 1/16/98
Page 3 of 9
(Side Panel)
FIRST AID

Contains an organophosphate that inhibits cholinesterase.

Have the product container or label with you when calling a poison control center or
doctor, or going for treatment.

If swallowed - Immediately call a poison control center or doctor. Do not induce
vomiting unless told to do so by the poison control center or doctor. Do not give any
liquid to the person. Do not give anything by mouth to an unconscious person.

If inhaled - Move person to fresh air. If person is not breathing, call 911 or an
ambulance, then give artificial respiration, preferably by mouth-to-mouth, if possible.
Call a poison control center or doctor for further treatment advice.

If on skin or clothing - Take off contaminated clothing. Rinse skin immediately with
plenty of water for 15 — 20 minutes. Call a p01son control center or doctor for treatment
advice.

If in eyes - Hold eye open and rinse slowly and gently with water for 15 — 20 minutes.
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye.
Call a poison control center or doctor for treatment advice.

Note To Physician - Atropine sulfate by injection is antidotal. Repeat as necessary to
the point of tolerance. 2-PAM is also antidotal and may be administered in conjunction
with atropine. Contains petroleum distillate - vomiting may cause aspiration pneumonia.

ENVIRONMENTAL HAZARDS 0

This pesticide is toxic to mammals, birds, fish and aquatic invertebrates. Coumaphos
washed off of wading treated livestock may be hazardous to aquatic orgztm'sms Do not
contaminate water when disposing of equipment washwater or rinsate.

x:moiij/labelspr/CoRalFlyTick.doc
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Reason to Issue:  Amend text as per RED Date: 01/09/01

Addendum and PR Notice 2001-1 Supersedes: 1/16/98
Page 4 of 9
(Side Panel)
LIMITED WARRANTY AND
LIMITATION OF DAMAGES

Bayer Corporation, Agriculture Division, Animal Health warrants that this material
conforms to the chemical description on the label. BAYER CORPORATION MAKES
NO OTHER EXPRESS OR IMPLIED WARRANTY, INCLUDING ANY OTHER
EXPRESS OR IMPLIED WARRANTY OF FITNESS OR MERCHANTABILITY, and
no agent of Bayer Corporation is authorized to do so except in writing with a specific
reference to this warranty. Any damages arising from a breach of this warranty shall be
limited to direct damages and shall not include consequential commercial damages such
as loss of profits or values, etc.

Co-Ral is a Reg. TM of the parent company of Bayer Corporation

DIRECTIONS FOR USE
APPLICATION RESTRICTIONS

For external insecticidal use only on specified animals.

Do not apply as a spray at rates above 1 quart of Co-Ral Fly and Tick Spray per

50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of
freshening. If freshening should occur within the interval after spraying, do not use milk
for human food for balance of 14 day interval.

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months
old.

Do not spray animals for 10 days before or after shipping or weaning or after exposufé fc}
contagious and infecting diseases. A

. . L ]

- ®
Do not spray in a confined, non-ventilated area. veseee .

L] [ ]
L N ] [ X ] [ ]
®
o000 ® *
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x:moiij/labelspr/CoRalFlyTick.doc



Reason to Issue:  Amend text as per RED Date: 01/09/01
Addendum and PR Notice 2001-1 Supersedes: 1/16/98
Page 5 of 9

(Side Panel)

Do not treat areas such as feed bunks, mangers, or troughs where livestock feed or drink.
Do not contaminate water, food, feedstuffs, food or feed handling equipment, or milk or
meat handling equipment.

Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneously
or within a few days before or after treatment or exposure to cholinesterase-inhibiting
drugs or pesticides. Atropine by injection is antidotal. Consult veterinarian at the first
sign of adverse reaction.

Do not apply this product in a way that will contact workers or other persons, either
directly or through drift. Only protected handlers may be in the area during application.

Individuals must limit the number of animals they treat per day with hand held sprayers
to no more than 100, if the animals are treated at the maximum label rate, 200 if they are
treated at /2 maximum label rate, etc.

Entry Restriction: Do not contact or allow others to contact treated animals until their
coats are dry.

It is a violation of Federal Law to use this product in a manner inconsistent with its
labeling.

Co-Ral Fly and Tick Spray mixes easily with water to from an emulsion which is easily
applied with ordinary spray equipment. One spray treatment is highly effective for
control of flies, lice and ticks and provides residual control.

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects
reappear and constitute a problem.

Backrubber Application for Horn Flies and Face Flies: Co-Ral Fly and Tick Spray is
ideal for backrubber application. When properly mixed and applied, effective controt tf*,
horn flies and face flies will be achieved. Best control is obtained when backrubberg are,
strategically located and properly treated. No. 2 furnace oil (fuel oil) or No. 2 diese} Hief
oil is recommended for mixing with Co-Ral Fly and Tick Spray for use igrb3¢krubbers.

Use of other oils may result in sludge formation that will prevent proper d1str15ut10r) imece

the reservoir-type backrubber. *ee : so_ o

x:moiij/labelspr/CoRalFlyTick.doc
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Reason to Issue:  Amend text as per RED Date: 01/09/01
Addendum and PR Notice 2001-1 Supersedes: 1/16/98
Page 6 of 9

(Side Panel)

NOTICE TO VETERINARIANS: If the proper dosage of Co-Ral Fly and Tick Spray
has been applied and adverse reactions, such as bloat, excessive salivation and posterior
paralysis occur, it is highly probable that a host parasite reaction exists. Administer
symptomatic treatment. Anti-inflammatory agents may be helpful. If necessary, relieve
bloat by trocarization, as a stomach tube may traumatize a severely swollen esophagus.
Do not administer atropine, as it is contraindicated in host parasite reactions. If toxicity
should occur as a result of gross overdosage, atropine by injection is antidotal.

x:moiij/labelspr/CoRalFlyTick.doc



Reason to Issue:

Amend text as per RED

Addendum and PR Notice 2001-1

Date: 01/09/01
Supersedes: 1/16/98
Page 7 of 9

(Back Panel)

RECOMMENDED APPLICATIONS

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL FLY AND TICK SPRAY
PER 50 GALLONS OF WATER. FOR LACTATING DAIRY CATTLE DO NOT
APPLY MORE THAN 1 QUART OF CO-RAL FLY AND TICK SPRAY PER

50 GALLONS OF WATER.

OUNCES
. QUARTS PER
PER 4
50 GALLONS
GALLONS OF

ANIMAL [ PARASITE | OF WATER | WATER | REMARKS
Beefand | Horn Flies 2 5 SPRAY TREATMENTS:
Non- Lice Apply specified dosage for
Lactating a complete wetting to run-off.
Dairy Ticks 4 10 Treat no more than six times
Cattle per year. Do not make

applications less than 10 days

apart.

. Lactating | Lice 1 2 SPRAY TREATMENT(S):

Dairy Flies Apply specified dosage for a
Cattle complete wetting to run-off.

Treat no more than six times
per year. Do not make
applications less than 10 days
apa_rt‘ (LA N N J

x:moiij/labelspr/CoRalFlyTick.doc




Reason to Issue:

Amend text as per RED

Addendum and PR Notice 2001-1

Date: 01/09/01

Supersedes: 1/16/98

Page 8 of 9

(Back Panel)

ANIMAL

PARASITE

REMARKS

Backrubber
for Beef and
Lactating
Dairy Cattle

Horn Flies
Face Flies

Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil
or No. 2 diesel fuel (or 9 % oz Co-Ral per gallon) .
Saturate the fiber portion of the backrubber with this
mixture. Place the backrubber where animals
congregate or travel regularly. For dairy cattle
suspend at a height that will prevent straddling.
Resaturate backrubber as needed. NOTE: For most
effective face fly control the rubber should be
constructed so as to permit the animal to rub its face.
No interval is required between treatment and
slaughter or use of milk.

ANIMAL

PARASITE

QUARTS
PER
50
GALLONS
OF WATER

OUNCES
PER
4
GALLONS
OF WATER

REMARKS

Horses

(Not intended
for slaughter)

Horn Flies
Lice

2

5

Ticks

10

SPRAY

TREATMENT(S): Apply

specified dosage for
complete wetting.

Treat thoroughly all
wounds and injuries.

Treat no more than si.x:
times per year. Do ngt
make applications less

than 10 dayS'atpzfrt.

x:moiij/labelspr/CoRalFlyTick.doc
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Reason to Issue:

Amend text as per RED
Addendum and PR Notice 2001-1

Date: 01/09/01
Supersedes: 1/16/98

Page 9 of 9
(Back Panel)
QUARTS OUNCES
PER PER
50 4
-, GALLONS | GALLONS

ANIMAL PARASITE | OF WATER | OF WATER | REMARKS

Swine Lice 2 5 SPRAY
TREATMENT(S): Apply
specified dosage for a
complete wetting to run-
off. Treat no more than
six times per year. Do
not make applications less
than 10 days apart.

STORAGE AND DISPOSAL

Do not contaminate water, food or feed by storage or disposal.
STORAGE: Do not allow to freeze. Keep from extreme heat.

PESTICIDE DISPOSAL: Pesticide wastes are acutely hazardous. Improper disposal of
excess pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes
cannot be disposed of by use according to label directions, contact your State Pesticide or
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA
Regional Office for guidance.

CONTAINER DISPOSAL: Triple rinse (or equivalent). Then offer for recycling o * ':
reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or ifg*****

allowed by state and local authorities, by burning. If burned, stay out of smeke. .

x:moiij/labelspr/CoRalFlyTick.doc
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ATTACHMENT FOR OPP
APPLICATION FOR PESTICIDE AMENDMENT

Enclosed for Agency acceptance are five (5) copies each of the draft label, dated January 9,
2001, for Co-Ral Fly and Tick Spray, EPA Reg. No. 11556-115. The enclosed draft labeling is
based on the label which the Agency accepted on February 19, 1998.

The proposed changes to the Co-Ral Fly and Tick Spray label are based on the RED Addendum
(EPA 738-R-00-010) which mandates certain changes in text and PR Notice 2001-1 which
requests voluntary changes to the First Aid statement.
Specifically, the following are the changes made to the existing EPA-accepted labeling:
1) Previous labeling contained the First Aid statement:
STATEMENTS OF PRACTICAL TREATMENT
If swallowed: Call a physician or Poison Control Center immediately. If possible,
vomiting should be induced under medical supervision. Drink one or two glasses of
water and induce vomiting by touching the back of throat with finger. Repeat until vomit

fluid is clear. Do not induce vomiting or give anything by mouth to an unconscious
person.

If inhaled: Remove victim to fresh air. Apply artificial respiration if indicated. Get
medical attention if victim displays signs of poisoning.

If on skin: Remove contaminated clothing and wash affected areas with of soap and
water. Get medical attention if irritation appears.

If in eyes: Flush with plenty of water. Call physician immediately.

To Physician: Atropine sulfate by injection is antidotal. Repeat as necessary to the point
of tolerance. 2-PAM is also antidotal and may be administered in conjunction with

atropine.
x:moiij/epadoc/GGGepa31.doc Page 1 of 4 01/10/5)1..:.
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With the enclosed draft labeling, Bayer proposes to change the First Aid statement to the exact
wording used in PR Notice 2001-1:

FIRST AID
Contains an organophosphate that inhibits cholinesterase.

Have the product container or label with you when calling a poison control center or
doctor, or going for treatment.

If swallowed - Immediately call poison control center or doctor. Do not induce
vomiting unless told to do so by the poison control center or doctor. Do not give any
liquid to the person. Do not give anything by mouth to an unconscious person.

If inhaled - Move person to fresh air. If person is not breathing, call 911 or an
ambulance, then give artificial respiration, preferably by mouth-to-mouth, if possible.
. Call a poison control center or doctor for further treatment advice.

If on skin or clothing - Take off contaminated clothing. Rinse skin immediately with
plenty of water for 15 — 20 minutes. Call a poison control center or doctor for treatment
advice.

Ifin eyes - Hold eye open and rinse slowly and gently with water for 15 — 20 minutes.
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye.
Call a poison control center or doctor for treatment advice.

Note to Physician: Atropine sulfate by injection is antidotal. Repeat as necessary to the
point of tolerance. 2-PAM is also antidotal and may be administered in conjunction with
atropine. Contains petroleum distillate — vomiting may cause aspiration pneumonia.

' 2) Previous labeling contained the following protective equipment statement:

Applicators and handlers exposed to the concentrate or participating in spray operations
must wear long sleeve shirt, long pants; chemical-resistant gloves such as barrier
laminate or butyl rubber > 14 mils, chemical-resistant footwear plus socks, chemical
resistant apron, face shield or goggles. All other handlers must wear long sleeve shirt,
long pants, chemical-resistant gloves such as barrier laminate or butyl rubber > 14 mils,
chemical-resistant footwear plus socks.

Users should wash hands before eating, drinking, chewing gum, using tobacco, or Using
the toilet. Users should remove clothing immediately if pesticide gets inside. Then“msh

thoroughly and put on clean clothing. sesses .

Users should remove personal protective equipment immediately after'tdndling fhis ,
product. Follow manufacturer’s instructions for cleaning/maintaining personal grotective

x:moiij/epadoc/GGGepa31.doc Page 2 of 4 01/10/?1 coes
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equipment. If no such instructions for washables exist, use detergent and hot water.
Keep and wash personal protective equipment separately from the other laundry

As specified in the RED Addendum, the Protective Clothing Statement in previous labeling was
deleted and replaced by a new statement, entitled “Personal Protective Equipment”. The new
section uses the exact wording as specified in the RED Addendum and was added under the
Hazards to Humans and Domestic Animals statement as follows:

PERSONAL PROTECTIVE EQUIPMENT

Some materials that are chemical-resistant to this product are barrier laminate and viton
(= 14 mils). If you want more options, follow the instructions for Category G on an EPA
chemical-resistance category selection chart.

Mixers, loaders, and others exposed to the concentrate (such as during a spill or
equipment breakdown) must wear long-sleeve shirt and long pants, chemical-resistant
gloves, chemical-resistant footwear plus socks, chemical-resistant apron, and face shield
or goggles.

Applicators and all other handlers exposed to the diluted product must wear long-sleeve
shirt and long pants, chemical-resistant gloves, and chemical-resistant footwear plus
socks.

Follow manufacturer’s instructions for cleaning/maintaining PPE. If no such instructions
for washables exist, use detergent and hot water. Keep and wash PPE separately from the
other laundry.

User Safety Recommendations

Users should wash hands before eating, drinking, chewing gum, using tobacco, or using
the toilet.

Users should remove clothing immediately if pesticide gets inside. Then wash
thoroughly and put on clean clothing.

Users should remove PPE immediately after handling this product. Wash the outside of
gloves before removing. As soon as possible, wash thoroughly and change into clean

clothing.

3) Previous labeling contained the following Environmental Hazards statement: . : .
“This pesticide is toxic to birds, fish and aquatic invertebrates.” Mt

(AN XN J : * oe ¢
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With the enclosed draft labeling, Bayer proposes to change the Environmental Hazards statement
with the exact wording specified in the RED Addendum:

“This pesticide is toxic to mammals, birds, fish and aquatic invertebrates.”

The sentence “Do not apply directly to any body of water” was deleted from the Environmental
Hazards statement as specified in the RED Addendum.

4) Previous labeling contained the following Entry Restriction statement:
“Do not contact treated animals until their coats are dry.”

With the enclosed draft labeling, Bayer proposes to change the statement with the exact wording
specified in the RED Addendum:

“Do not contact or allow others to contact treated animals until their coats are dry.”

5) As specified in the RED Addendum, the Use Restrictions statement in previous labeling was
re-titled “Application Restrictions” and moved from the middle of the Direction for Use section
to the beginning of the Directions for Use section. In addition, the Premise Precaution
statements located at the end of the Environmental Hazards section in previous labeling were
incorporated into the “Application Restrictions” section as specified by the RED Addendum.

As the proposed modifications in the enclosed labeling were Agency requested, and as none of
the proposed changes require data review, we anticipate ready Agency acceptance of the
proposed labeling.

x:moiij/epadoc/GGGepa31.doc Page 4 of 4 01/10Ddeecs
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Pleaso read instructions on reverse before completing form. Form Approved. OMB No. 2070-0060, Approval expires 0S-3 1;

" United States . Registratlon OPP Identifier Number
f’EPA Environmental Protection Agency x | Amendment . )
. A Washington, DC 20460 Other 2 5 1? U; g ﬂ

Application for Pesticide - Section |

1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
11556-115 George T. LaRocca
D None D Restricted
4. Company/Product (Name) PM#
Co-Ral Fly and Tick Spray 13
S. Name and Address of Applicant finclude ZIP Cods) 6. Expedited Review. In accordance with FIFRA Section 3{c}(3)
Bayver Corporation . A . s o .
Agriculture Division, Animal Health {b)(i), my product is similar or identical in composition and labeling
PO Box 390 to: .
Shawnee Mission, KS 66201-0390 EPA Reg. No.
D Chack if this is 8 new address Product Name
Section - |l
Amendment - Explain below. Final printed labels in response to
Agency letter dated
D Resubmission in response to Agency letter dated D "Me Too" Application.

D Notification - Explain below. D Other - Explain below.

Explanation: Use additional page(s) if necessary. (For section | and Section 1)

See Attached

Section - i

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
B Yes® B Yes B Yes Metal
Plastic
No No No Glass
. . If "Yes” No. per If "Yes" No. per Paper
* Cmﬁc,at’an must Unit Packaging wgt. container Packege wgt container Other (Specify)
be submitted 1
.3. Location of Net Contents Information 4. Sizels) Retail Container 5. Location of Label Directions
On Label
D Label D Container . On Labeling accompanying product
6. Manner in Which Label is Affixed to Product Lithogreph D Other v

Paper glued
L___JlStenciled

Section - IV
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application.)

Name Title Manager, Telophone No. {Include Area Code)
F. T. McNamara Preclinical Development (913) 268-2588

Certification . 6. Date Application
| certify that the statements | have made on this form and all attachments therato are true, accurate and complete. Received
| acknowledge t.hat any knowingly false or misleading statement may be punishable by fine or imprisonment or {Stamped)
both under applicable law.

2. Signature __ 3. Title

w4 e,
) a I //f 5 Manager, Preclinical Development
\ﬂr\/(, ’/GI7 Wm&( sanag > ’
4. Typed Name 5. Date

F. T. Mcilamara . //}g@ }%

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolste. . . White - EPA Flle Copy {original) Yellow - Applicant Copy

feYa)




Page 1 of 1

United States Environmental Protection Agency

Washington, D. C. 20460
DATA CALL-IN RESPONSE

Form Approved

OMB No. 2070-0107
2070-0057

Approval Expires 03-31-96

Use additional sheet(s) if necessary.

INSTRUCTIONS: Please type or print in ink.

Please read carefully the attached instructions and supply the information requested on this form.

1. Company name and Address
BAYER CORP

2. Case # and Name

3. Date and Type of DCl

product regis-
tration volun-
tarily.

0018 Coumaphos PRODUCT SPECIF
AGRICULTURE DIVISION, ANIMAL HEALTH P , ¥xIC
BOX 390 Y
SHAWNEE MISSION KS 66201
4. EPA Product 5. 1 wish to 6. Generic Data 7. Product Specific Data
Registration cancel this

éa. 1 am claimimg a Generic
Data Exemption because I
obtain the active ingredient
from the source EPA regis-
tration number listed below.

6b. 1 agree to satisfy Generic
Data requirements as indicated
on the attached form entitled
"Requirements Status and
Registrant’s Response."

7a. My product is a MUP and
1 agree to satisfy the MUP
requirements on the asttached
form entitled “Requfrements
Status and Registrant’s
Response."

7b, My product is an EUP and
I agree to satisfy the EUP
requirements on the attached
form entitled "Requirements
Status and Registrent’s
Response."

11556-115

N.A.

N.A.

X

8. Certification

or both under applicable law.

signature and Title of Company’s Authorized Representative

[ certify that the statements made on this form and all attachments arq tryq, acgurate, and complete.
I acknowledge that any knowingly false or misleading statement/ma_y be gunighable py,fine, impisbnment

fﬁ.—’?ﬁc?bww

9. Date

3/3/97

10. Name of Company Contact

F. T. McNamara, Manager, Biochemistry and Pesticide Registrations

11. phone Number

(913) 268-2588
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Page 1 of 2

United States Environmental Protection Agency
Washington, D. C. 20460

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

Form Approved

OMB No. 2070-0107
2070-0057

Approval Expires 03-31-96

INSTRUCTIONS: Please type or print in ink. Please read carefully the attached instructions and supply the information requested on this form.

Use additional sheet(s) if necessary.

1. Company name and Address 2. Case # and Name 3. Date and Type of OCI
BAYER CORP 0018 Coumaphos PRODUCT SPECIFIC
AGRICULTURE DIVISION, ANIMAI HEALTH P IDF 11556-RD-5739
BOX 390 372
SHAWNEE MISSION KS 66201 EPA Reg. No. 11556-115 B
14
4. Guideline 5. Study Title % Progress 6. Use 7. Test 8. Time 9. Registrant
Requirement 8 Reports Pattern Substance Frame Response
Number C
E 1 2 3

Prod Chem - Regular Chemical

62~3 Analytical method &b} ABCDEFGHIJKLMNO

63-16 Explodability (12) b ABCDEFGHIJKLMNO

MP/EP

MP/EP

8 mos. | oprion 6

8 mos, |Option 6

10. Certification
1 certify that the statements made on this form and all attachments arg tryg, acgurate, and copplete.

I acknowledge that any knowingly false or misleading statement may be ishablesby, fine, fmegri sonment
or both under applicable law. ,//”.’J e e o o . .*

- i i o e A
Signature and Title of Company’s Authorized Representative . , { 7t

11. Date

12. Name of Company Contact
F. T. McNamara, Manager, Biochemistry and Pesticide Registrations

13. Phone Number
(913) 268-2588
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Page 2 of 2

United States Environmental Protection Agency Form Approved
Washington, D. C. 20460
OMB No. 2070-0107
REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE 2070-0057
Approval Expires 03-31-96

INSTRUCTIONS: Please type or print in ink. Please read carefully the attached instructions and supply the information requested on this form.
Use additional sheet(s) if necessary.

1. Company name and Address 2. Case # and Name 3. Date and Type of DCI
BAYER CORP 0018 Coumaphos PRODUCT SPECIFIC
AGRICULTURE DIVISION, ANIMAL HEALTH P ID# 11556-RD-5739
BOX 390 : wy 0 T
SHAWNEE MISSION KS 66201 EPA Reg. No. 11556-115 i 42
P
4. Guideline 5. Study Title 8 Progress 6. Use 7. Test 8. Time 9. Registrant
Requi rement & | Reports Pattern Substance Frame Response
Number c
11123

ABCDEFGHIJKLMNO

|ABCDEFGHIJKLMNO

81-3 Acute inhalation toxicity-rat (3) ABCDEFGHIJKLMNO|MP/EP 8 mos. | option 6

Initial to indicate certification as to information on this page Date

(full text of certification is on page one). ?ﬂ,/( 3/3/97
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United States Environmental Protection Agency
Washington, D. C. 20460

FOOTNOTES AND KEY DEFINITIONS FOR GUIDELINE REQUIREMENTS
Case # and Name: 0018 Coumaphos

Key: MP = manufacturing-use product; EP = end-use product; provided formulators purchase their active ingredient(s) from a registered source, they need not submit or cite
dota pertaining to the purchased product.(NOTE: If a product {s a 100 percent recpockege of another registered product, registrants are not subject to any data requirements
identified in the taobles.]; TEP = typical end-use product;TGA1 = technical grade of the active ingredfent; PAl = *pure" active ingredient; PAIRA = "pure" active
ingredient, radiolabeled.

Use Categories Key:

A - Terrestrial food crop B - Terrestrial food feed crop C - Terrestrial nonfood crop D - Aquatic food crop E - Aquatic nonfood outdoor
F - Aquatic nonfood Industrial G - Aquatic nonfood residential H - Greenhouse food crop 1 - Greenhouse nonfood crop J - Forestry
K - Residential outdoor L - Indoor food M - Indoor nonfood N - Indoor Medical 0 - Indoor residential

Footnotes: [(The following notes are referenced in column two (5. Study Title) of the REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE form.}

Prod Chem - Regular Chemical

1 Requirements pertaining to product identity, composition, analysis, and certification of ingredients are detailed further in the following sections: *158.155 for
product identity and composition (61-1); *158.160, 158.162, and 158.165 for description of starting materials and manufacturing process (61-2); *158.167 for
discussion of formation of impurities (61-3); *158.170 for preliminary analysis (62-1); *158.175 for certification of limits (62-2); and *158.180 for enforcement
analytical methods (62-3).

2 A schematic diagram and/or brief description of the production process will suffice if the pesticide is not already under full scale production and an experimental
use permit is being sought.

3 If the pesticide is not already under full scale production and an experimental use permit is sought, a discussion of unintentional ingredients shall be submitted to
the extent this information is available. - -

4 To support registration of an MP or EP, whether produced by an integrated system or not, the technical grade of Active Ingredient must be analyzed. If the technical
grade of Active Ingredient cannot be 1solated a statement of composition of the practical equivalent of the technical grade of Active Ingredient must be submitted.
Data on EPs or MPs will be required on a case-by-case basis.

S Certified limits are not required for inert ingredients in products proposed for experimental use.

9 Required if test substances are dispersible with water. '

10 Required if product contains an oxidizing or reducing agent.

11 Required if product contains combustible liquids.

12 Required {f product is potentially explosive.

13 Required if product is a liquid.

14 Required {f product is an emulsifiable liquid and is to be diluted with petroleumsc?l\!ents

15 Required if end-use product is liquid and is to be used around electrical dfiipnfebt. oo
18 Required for MP and EP but should not be submitted for EP unless (a) effifqcy datd grpsrequired to be submitted, (b) the storage stability data show that the active
ingredient(s) is (are) not within the certified limits or toxicologically significant degradates are detected, or (c) product instability is suspected or incidents
of instability are reported. Refer to PR Notice 92-5 for more information.
: [ X ]
[ ]
Acute Toxic - Regular Chemical o'

1 Not required if test material is a gas or highly volatile.
2 Not required if test material is corrosive to skin or has pH less than 2 or greater than 11.5; such a product will be classified as Toxicity Category I on the basis

of potential eye and dermal irritation effects. F"/M 3)3)7 7
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United States Environmental Protection Agency
Washington, D. C. 20460

FOOTNOTES AND KEY DEFINITIONS FOR GUIDELINE REQUIREMENTS
Case # and Name: 0018 Coumaphos

Footnotes (cont.):

w

Required if the product consists of, or under conditions of use will result in, an inhalable material (e. g., gas, volatile substances, or aerosol/particulate).
4 Required unless repeated dermal exposure does not occur under conditions of use.

36 Special testing (acute, subchronic, and/or chronic) is required for organophospates, and may be required for other cholinesterase inhibitors and other pesticides
which have demonstrated a potential to adversely affect the visual system. Registrants should consult with the agency for development of protocols and methodology
prior to initiation of studies.

37 Testing of the EP dilution in addition to the EP or MP is required {f it can be reasonably anticipated that the results of such testing may meet the criteria for

restriction to use by certified applicators specified in 40 CFR 152.170(b) or the criteria for initiation of special review specified in 40 CFR 154.7 (a)(1).
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Attachment 6

r" : EPA REGISTRATION NO. DATE OF ISSUANCE
US ENVIRONMENTAL PROTECTION AGENCY 2 ‘ o)
OFFICE OF PESTICIDES PROGRAMS 11556-115 iR 1994
REGISTRATION DIVISION (7S-767) TERM OF ISSUANCE

WASHINGTON, DC 20460 . ) .
IIntil Reregistration
NAME OF PESTICIDE PRODUCT

NOTICE OF PESTICIDE: ] REGISTRATION

[ RerEcisTRATION Co-Ral Livestock Insecticide
(Under the Federal Insecticide, Fungicide,

and Rodenticide Act, as amended) Spray
MILES A H /RaD
NAME AND ADDRESS OF REGISTRANT (Include ZIP code) e
_ Rec'd "\\'AD\\(\\\‘
— T :
Miles, Inc. : Action Copy To
P.0. Box 390
Shawnee Mission, KS 66201-0390 Replied
: Info Copies To
L ¥ P
NOTE: Changes in labeling formula differing in substance from that accepted in conrection with this registration must be :
submitted to and accepted by the Registration Division prior to use of the label in cdmmerce.In any correspondence on this

product always refer to the above U.S. EPA registration number,

On the basis of information furnished by the registrant, the above named pesticide is hereby Registered/Reregistered unider
the Federal Insecticide, Fungicide, and Rodenticide Act.

A copy of the labeling accepted in connection with this Registration/Reregistration is returned herewith.

Registration is in no way to be construed as an indorsement or approval of this product by this Agency. In order to protect
health and the environment, the Administrator, on his motion, may at any time suspend or cancel the registration of a pest-
icide in accordance with the Act. The acceptance of any name in connection with the registration of a product under this

Act is not to be construed as giving the registrant a right to exclusive uge of the na':me, or to its use jf it has bee,ntcﬁvered

by others, This product is conditionally registered 1in accordance wil
FIFRA sec. 3(c) (7) (A) provided that you:

1. Submit/cite all data required for
registration/reregistration of your product under FIFRA section
3(c) (5) when the Agency requires all registrants of similar
products to submit such data; and submit acceptable responses
required for reregistration of your product under FIFRA section 4.

2. Make the labeling changes listed below before you release
the product for shipment:
‘1 a. Add the phrase, "EPA Registration No. 11556-115".
b. Under Spray Treatments for screwworms for beef and

non-lactating dairy cattle, revise the following
statement: "Repeat as necessary but not more often
than every 14 days."

c. Under the Environmental Hazards Statement add the
following statement as the second sentence in the
paragraph:

Do not apply directly to any body of water.

D- ATTACHMENT IS APPLICABLE -

F APPROVING OFFICIAL .
or e A Cense Lolocca D;E/H/99/38

[ - 7
EPA Form 85706 (Revr$:765 V PREVIOUS EDITION MAY BE USED UNTIL SUPPLY 1S EXHAUSTED.

SIGNATU

*U.8. GPO: 1992-312-018/60303



Attachment 6

2
d. Add "Causes moderate eye irritation." before the

statement beginning "Avoid contact with skin..." in
the precautionary hazards statement. :

e. Following the IF ON SKIN statement add,, "Get
medical attention if irritation appears."

3. Submit five copies of your final printed labeling before
you release the product for shipment. Refer to the A-79 Enclosure
for a further description of final printed labeling.

4, The Confidential Statement of Formula dated March 8, 1994
will not meet the label claim for the nominal concentration for the
active ingredients. The upper and lower certified limits should be
calculated as follows N + 5%N where N is the nominal concentration
of the active ingredient. Refer the PR Notice 91-2 and 40 CFR
158.175 for guidance and revised the CSF to reflect the nominal
concentration of the pure active ingredient.

5. The acute oral toxicity studies (MRIDs 428498-01 and
431025-01) were acceptable and assigned Toxicity Category II
Guideline. A copy of the review is enclosed for your reference.

Please let us know your intentions with respect to Co-Ral ELI
product under EPA Reg. No. 11556-23. Will this product replace Co-
Ral ELI product?

If these conditions are not complied with, the registration
will be subject to cancellation in accordance with FIFRA sec. 6(e).
Your release for shipment of the product constitutes acceptance of
these conditions.

A stamped copy of the label is enclosed for your records.

. Sincerely yours,

George T. LaRocca

Product Manager 13
Insecticide-Rodenticide Branch
Registration Division (7505C)

cc: Dennis Mcieilly, SRRD
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Attachment 6

r ! EPA REGISTRATION NO. DATE OF ISSUANCE
US ENVIRONMENTAL PROTECTION AGENCY 2|
OFFICE OF PESTICIDES PROGRAMS 11556-115 I 1991
REGISTRATION DIVISION (7S-767) TERM OF ISSUANCE

WASHINGTON, DC 20460 ] ) .
IIntil Reregistration
NAME OF PESTICIDE PRODUCT

NOTICE OF PESTICIDE: [ REGISTRATION
) REREGISTRATION Co,—Ral Livestock Insecticide

| (Under the Federal Insecticide, Fungicide,
: and Rodenticide Act, as amended) Spray
MHUESA H /RN
NAME AND ADDRESS OF REGISTRANT (Include ZIP code) N
v Rec'd '\\%\'D\\C\\\‘
l_ -
Miles, Inc. : Action Copy To
P.O. Box 390
Shawnee Mission, KS 66201-0390 Replied
_ Info Copies T
L N pies 1o
NOTE: Changes in labeling formula differing in substance from that accepted in conijection with this registration must be |
submitted to and accepted by the Registration Division prior to use of the label in CAWWSS

product always refer to the above U.S. EPA registration number,

On the basis of information furnished by the registrant, the above named pesticide is hereby Registered/Reregistered under
‘ the Federal Insecticide, Fungicide, and Rodenticide Act.

A copy of the labeling accepted in connection with this Registration/Reregistration is returned herewith.

Registration is in no way to be construed as an indorsement or approval of this product by this Agency. In order to protect
h_ealth and the environment, the Administrator, on his motion, may at any time suspend or cancel the registration of a pest-
icide in accordance with the Act. The acceptance of any name in connection with the registration of a product under this

Act is not to be construed as giving the registrant a right to exclusive uge of the name or to its used'f it has been rlglvered
by others. This proéuct is conditionally registered in accordance wit

FIFRA sec. 3(c) (7) (A) provided that you:

1. Submit/cite all data required for
registration/reregistration of your product under FIFRA section
3(c) (5) when the Agency requires all registrants of similar
products to submit such data; and submit acceptable responses
required for reregistration of your product under FIFRA section 4.

2. Make the labeling changes listed below before you release
the product for shipment:
‘ a. Add the phrase, "EPA Registration No. 11556-115".
b. Under Spray Treatments for screwworms for beef and

non-lactating dairy cattle, revise the following
statement: "Repeat as necessary but not more often
than every 14 days."

c. Under the Environmental Hazards Statement add the
following statement as the second sentence in the
paragraph: '

Do not apply directly to any body of water.

D- ATTACHMENT IS APPLICABLE .

SIGNATU DATE

OF APPROVING OFFICIAL
o Cenge (olocca = 2-//9%“

L -
R rd
EPA Form 8570-6 (Rev:5:76) V PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED.

*U.S. GPO: 1882-312-018/60303



Attachment 6

2
d. Add "Causes moderate eye irritation." before the
statement beginning "Avoid contact with skin..." in

the precautionary hazards statement.

e. Following the IF ON SKIN statement add,, "Get
medical attention if irritation appears."”

3. Submit five copies of your final printed labeling before

you release the product for shipment. Refer to the A-79 Enclosure

for a further description of final printed labeling.

4. The Confidential Statement of Formula dated March 8, 1994
will not meet the label claim for the nominal concentration for the
active ingredients. The upper and lower certified limits should be
calculated as follows N + 5%N where N is the nominal concentration
of the active ingredient. Refer the PR Notice 91-2 and 40 CFR
158.175 for guidance and revised the CSF to reflect the nominal
concentration of the pure active ingredient.

5. The acute oral toxicity studies (MRIDs 428498-01 and
431025-01) werxe acceptable and assigned Toxicity Category II
Guideline. A copy of the review is enclosed for your reference.

Please let us know your intentions with respect to Co-Ral ELI
product under EPA Reg. No. 11556-23. Will this product replace Co-
Ral ELI product?

If these conditions are not complied with, the registration
will be subject to cancellation in accordance with FIFRA sec. 6 (e).
Your release for shipment of the product constitutes acceptance of
these conditions.

A stamped copy of the label is enclosed for your records.

, Sincerely yours,

George T. LaRocca

Product Manager 13
Insecticide-Rodenticide Branch
Registration Division (7505C)

cc: Dennis Mcileilly, SRRD
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Reason to Issue:  Response to Agency letter dated Date: 1/16/98

January 5, 1998 Supersedes: 10/3/97
Page 1 of 8
(Front Panel)
Co-Ral®
(coumaphos)
FLY AND TICK SPRAY

For Control of Hom Flies, Face Flies, Lice and Ticks

Percent
by Weight
Active Ingredient:
0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo0-2H-1-benzopyran-7-yl)
phosphorothioate . . . . . . ... ... ... ... ........ 6.15%
Inert Ingredients™*: . . . . .. ... ... ... ... ... ..., 93.85%
Total . . . . . . . .. 100.0%

*Contains aromatic petroleum distillates.

This product contains 0.25 1b 0,0-Diethyl 0-(3-chloro-4-methyl-2-ox0-2H-1-benzopyran-
7-yl) phosphorothioate per half gallon.

EPA Reg No. 11556-115 EPA Est. No. 11556-KS-1

KEEP OUT OF REACH OF CHILDREN
WARNING

SEE BACK AND SIDE PANELS FOR STATEMENTS OF PRACTICAL
TREATMENT AND OTHER PRECAUTIONARY STATEMENTS

NET CONTENTS: 1.892 L (050 gallon)

Bayer Corporation
Agriculture Division
Animal Health
P.O. Box
Shawnee Mission, Kansas 66201 U.S.A.

J:users\linda\labelspr\GGG0008a.lab
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Reason to Issue:  Response to Agency letter dated Date: 1/16/98

January 5, 1998 Supersedes: 10/3/97
Page 2 of 8

(Side Panel)

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. Causes
moderate eye irritation. Avoid contact with skin, clothing or eyes. Wash thoroughly with
soap and warm water after handling. Wash contaminated clothing with soap and hot
water before use.

If swallowed:

If inhaled:

If on skin:

Ifin eyes:

To Physician:

STATEMENTS OF PRACTICAL TREATMENT

Call a physician or Poison Control Center immediately. If possible,
vomiting should be induced under medical supervision. Drink one or two
glasses of water and induce vomiting by touching the back of throat with
finger. Do not induce vomiting or give anything by mouth to an
unconscious person.

Remove victim to fresh air. Apply artificial respiration if indicated. Get
medical attention if victim displays signs of poisoning.

Remove contaminated clothing and wash affected areas with soap and
water. Get medical attention if irritation appears.

Flush eyes with plenty of water. Call a physician immediately.
Atropine sulfate by injection is antidotal. Repeat as necessary to the point

of tolerance. 2-PAM is also antidotal and may be administered in
conjunction with atropine.

T:users\linda\labelspr\GGG0008a.lab
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Application for Pesticide
OPP No. 251090
Amendment for Co-Ral Fly and Tick Spray (EPA Reg. No. 11556-115)

Enclosed for Agency acceptance are five (5) copies of draft labeling (dated 1/16/98) for
Co-Ral Fly and Tick Spray, EPA Reg. No. 11556-115. The enclosed draft labeling is
identical to the labeling accepted by the Agency in an October 29, 1998 letter with only
two changes.

The first change is a change in the product name from Co-Ral Livestock Insecticide
Spray to Co-Ral Fly and Tick Spray. This change was effected by notification (EPA
Identifier No. 251089) on January 13, 1998 as per PR Notice 95-2, and approved by the
Agency (letter dated January 21, 1998).

The second change is the nominal percent active ingredient has been changed from 5.8%
to 6.15%, and the inert ingredients have been changed from 94.2% to 93.85%. These
new percentages are the same as those listed on the current CSF (attached) which was
accepted by the Agency in Notice of Pesticide Registration dated July 21, 1994,

Subsequently, Bayer Corporation received a review (dated January 5, 1998) for the
Confidential Statement of Formula (CSF) for Co-Ral Livestock Insecticide Spray (EPA
Reg. No. 11556-115). The CSF was deemed unacceptable since the percent active
ingredient on the CSF did not agree with the percent active on product label. The
nominal percent active ingredients on the CSF and product label were technically correct
since they both fall within the upper and lower limits set forth in the CSF, and have been
accepted in the past by the Agency.

To resolve this, on January 15, 1998, Greg Gagliano, Bayer scientific and regulatory
specialist, contacted Linda DeLuise of your staff for guidance. Ms. DeLuise agreed that
while the percent active ingredient was technically correct, it would be in clearer for
everyone if the percentage stated on the product label (the nominal concentration)
matched the percentage stated in column 13.b on the CSF. Thus, the enclosed draft
labeling reflects this.

As the proposed action does not require any new data review, we anticipate the Agency
will expeditiously accept the enclosed draft labeling.

x:linda\epadoc\gggeap22.doc 1/26/98
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Reason to Issue:  Response to Agency letter dated Date: 1/16/98

January 5, 1998 Supersedes: 10/3/97
Page 1 of 8
(Front Panel)
Co-Ral®
(coumaphos)
FLY AND TICK SPRAY

For Control of Horn Flies, Face Flies, Lice and Ticks

Percent
by Weight
Active Ingredient:
0,0-Diethyl 0-(3-chloro-4-methyl-2-ox0-2H-1-benzopyran-7-yl)
phosphorothioate . . . . . ... ... .. ... ... ... .. 6.15%
Inert Ingredients*: . . . . ... .. .. ... ... ... ... 93.85%
Total

................................ 100.0%
*Contains aromatic petroleum distillates. ' '

This product contains 0.25 1b 0,0-Diethyl 0-(3-chloro-4-methyl-2-ox0-2H-1-benzopyran-

7-yl) phosphorothioate per half gallon.

EPA Reg No. 11556-115 EPA Est. No. 11556-KS-1

KEEP OUT OF REACH OF CHILDREN

WARNING

SEE BACK AND SIDE PANELS FOR STATEMENTS OF PRACTICAL

TREATMENT AND OTHER PRECAUTIONARY STATEMENTS
NET CONTENTS: 1.892 L (0:50 gallon)

Bayer Corporation
Agriculture Division
Animal Health
P.O. Box
Shawnee Mission, Kansas 66201 U.S.A.

J:users\linda\labelsp\GGGO0008a.lab
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Reason to Issue:  Response to Agency letter dated Date: 1/16/98
January 5, 1998 Supersedes: 10/3/97
Page 2 of 8

(Side Panel)

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. Causes
moderate eye irritation. Avoid contact with skin, clothing or eyes. Wash thoroughly with
soap and warm water after handling. Wash contaminated clothing with soap and hot
water before use.

STATEMENTS OF PRACTICAL TREATMENT
If swallowed:  Call a physician or Poison Control Center immediately. If possible,
vomiting should be induced under medical supervision. Drink one or two
glasses of water and induce vomiting by touching the back of throat with
finger. ‘Do not induce vomiting or give anything by mouth to an

unconscious person.

If inhaled: Remove victim to fresh air. Apply artificial respiration if indicated. Get
medical attention if victim displays signs of poisoning.

If on skin: Remove contaminated clothing and wash affected areas with soap and
water. Get medical attention if irritation appears.

Ifin eyes: Flush eyes with plenty of water. Call a physician immediately.
To Physician: Atropine sulfate by injection is antidotal. Repeat as necessary to the point

of tolerance. 2-PAM is also antidotal and may be administered in
conjunction with atropine.

Jiusers\linda\labelspr\GGG0008a.lab
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Reason to Issue:  Response to Agency letter dated Date: 1/16/98
January 5, 1998 Supersedes: 10/3/97
Page 3 of 8

(Side Panel)

ENVIRONMENTAL HAZARDS

This pesticide is toxic to birds, fish and aquatic invertebrates. Do not apply directly to
any body of water. Coumaphos washed off of wading treated livestock may be hazardous
to aquatic organisms. Do not contaminate water when disposing of equipment washwater
or rinsate.

Premise Precautions: Do not spray in a confined, non-ventilated area. Do not treat
areas such as feed bunks, mangers, or troughs where livestock feed or drink. Do not
contaminate water, food, feedstuffs, food or feed handling equipment, or milk or meat
handling equipment.

LIMITED WARRANTY AND
LIMITATION OF DAMAGES

Bayer Corporation, Agriculture Division, Animal Health warrants that this material
conforms to the chemical description on the label. BAYER CORPORATION MAKES
NO OTHER EXPRESS OR IMPLIED WARRANTY, INCLUDING ANY OTHER
EXPRESS OR IMPLIED WARRANTY OF FITNESS OR MERCHANTABILITY, and
no agent of Bayer Corporation is authorized to do so except in writing with a specific
reference to this warranty. Any damages arising from a breach of this warranty shall be
limited to direct damages and shall not include consequential commercial damages such
as loss of profits or values, etc.

Co-Ral is a Reg. TM of the parent company of Bayer Corporation

DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its
labeling.

Co-Ral Fly and Tick Spray mixes easily with water to from an emulsion which is easily
applied with ordinary spray equipment. One spray treatment is highly effective for
control of flies, lice and ticks and provides residual control.

J:users\linda\labelspr\GGG0008a.lab
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Reason to Issue:  Response to Agency letter dated Date: 1/16/98
January 5, 1998 Supersedes: 10/3/97
Page 4 of 8
(Side Panel)

| Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects
reappear and constitute a problem.

Backrubber Application for Horn Flies and Face Flies: Co-Ral Fly and Tick Spray is
ideal for backrubber application. When properly mixed and applied, effective control of
horn flies and face flies will be achieved. Best control is obtained when backrubbers are
strategically located and properly treated. No. 2 furnace oil (fuel oil) or No. 2 diesel fuel
oil is recommended for mixing with Co-Ral Fly and Tick Spray for use in backrubbers.
Use of other oils may result in sludge formation that will prevent proper dlstrlbutlon in
the reservoir-type backrubber.

Entry Restriction: Do not contact treated animals until their coats are dry.

PROTECTIVE CLOTHING STATEMENT

Applicators and other handlers must wear long sleeve shirt, long pants, chemical-resistant
gloves such as barrier laminate or butyl rubber > 14 mils, shoes plus socks.

Users should wash hands before eating, drinking, chewing gum, using tobacco, or using
the toilet. Users should remove clothing immediately if pesticide gets inside. Then
wash thoroughly and put on clean clothing.

Users should remove personal protective equipment immediately after handling this
product. Wash the outside of gloves before removing. As soon as possible, wash
thoroughly and change into clean clothing. Following manufacturer’s instructions for
cleaning/maintaining personal protective equipment. If no such instructions for
washables, use detergent and hot water. Keep and wash personal protective equipment
separately from other laundry.

NOTICE TO VETERINARIANS: If the proper dosage of Co-Ral Fly and Tick Spray has
been applied and adverse reactions, such as bloat, excessive salivation and posterior
paralysis occur, it is highly probable that a host parasite reaction exists. Administer
symptomatic treatment. Anti-inflammatory agents may be helpful. If necessary, relieve
bloat by trocarization, as a stomach tube may traumatize a severely swollen esophagus.
Do not administer atropine, as it is contraindicated in host parasite reactions. If toxicity
should occur as a result of gross overdosage, atropine by injection is antidotal.

J :users\linda\labclspr\GGGOOOSa.laﬁ
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Reason to Issue:  Response to Agency letter dated Date: 1/16/98
January 5, 1998 Supersedes: 10/3/97
Page 5 of 8

. (Side Panel)

USE RESTRICTIONS

For external insecticidal use only on specified animals.

Do not apply as a spray at rates above 1 quart of Co-Ral Fly and Tick Spray per

50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of
freshening. If freshening should occur within the interval after spraying, do not use milk
for human food for balance of 14 day interval.

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months
old. '

Do not spray animals for 10 days before or after shipping or weaning or after exposure to
contagious and infecting diseases.

Do not spray in a confined, non-ventilated area.

Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneously
or within a few days before or after treatment or exposure to cholinesterase-inhibiting
drugs or pesticides. Atropine by injection is antidotal. Consult veterinarian at the first
sign of adverse reaction.

Do not apply this product in a way that will contact workers or other persons, either
directly or through drift. Only protected handlers may be in the area during application.

Individuals must limit the number of animals they treat per day with hand held sprayers

to no more than 100, if the animals are treated at the maximum label rate, 200 if they are
treated at /2 maximum labe] rate, etc. '

J:users\linda\labelspr\GGG0008a.lab
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Reason to Issue: Date: 1/16/98

Supersedes: 10/3/97
Page 6 of 8

Response to Agency letter dated
January 5, 1998

(Back Panel)

RECOMMENDED APPLICATIONS

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL FLY AND TICK SPRAY
PER 50 GALLONS OF WATER. FOR LACTATING DAIRY CATTLE DO NOT

APPLY MORE THAN 1 QUART OF CO-RAL FLY AND TICK SPRAY PER
50 GALLONS OF WATER.

OUNCES
QUARTS PER
PER 4
50 GALLONS
GALLONS OF

ANIMAL | PARASITE | OF WATER | WATER | REMARKS
Beefand | Homn Flies 2 5 SPRAY TREATMENTS:
Non- Lice Apply specified dosage for
Lactating a complete wetting to run-off.
Dairy Ticks 4 10 Treat no more than six times
Cattle per year. Do not make

applications less than 10 days

apart.
Lactating | Lice 1 2% SPRAY TREATMENT(S):
Dairy Flies Apply specified dosage for a
Cattle complete wetting to run-off.

Treat no more than six times

per year. Do not make

applications less than 10 days

apart.

J:users\linda\labelspr\GGG0008a.lab
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"Reason to Issue:

Response to Agency letter dated
January 5, 1998

Date: 1/16/98
Supersedes: 10/3/97
Page 70of 8 -

(Back Panel)

ANIMAL

PARASITE

REMARKS

Backrubber
for Beef and
Lactating
Dairy Cattle

Horn Flies
Face Flies

Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil
or No. 2 diesel fuel (or 9 % oz Co-Ral per gallon) .
Saturate the fiber portion of the backrubber with this
mixture. Place the backrubber where animals
congregate or travel regularly. For dairy cattle
suspend at a height that will prevent straddling.
Resaturate backrubber as needed. NOTE: For most
effective face fly control the rubber should be
constructed so as to permit the animal to rub its face.
No interval is required between treatment and
slaughter or use of milk.

ANIMAL

PARASITE

QUARTS

GALLONS
OF WATER | OF WATER | REMARKS

OUNCES
PER PER

50 4
GALLONS

Horses

(Not intended
for slaughter)

Horm Flies
Lice

2 5 SPRAY
TREATMENT(S): Apply
specified dosage for '

complete wetting.

Ticks

Treat thoroughly all
wounds and injuries.
Treat no more than six
times per year. Do not
make applications less
than 10 days apart.

J:users\linda\labelspr\GGG0008a.lab
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Reason to Issue:  Response to Agency letter dated Date: 1/16/98
-January 5, 1998 Supersedes: 10/3/97
Page 8 of 8
(Back Panel)

QUARTS OUNCES
PER PER
50 4 -
GALLONS | GALLONS
ANIMAL PARASITE | OF WATER | OF WATER | REMARKS
Swine Lice 2 5 SPRAY
TREATMENT(S): Apply
specified dosage for a
complete wetting to run-
off. Treat no more than
six times per year. Do
not make applications less
than 10 days apart.
STORAGE AND DISPOSAL

Do not contaminate water, food or feed by storage or disposal.

STORAGE: Do not allow to freeze. Keep from extreme heat.

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot
be disposed of by use according to label directions, contact your State Pesticide or
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA
Regional Office for guidance.

Container Disposal: Triple rinse (or equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if
allowed by state and local authorities, by burning. If burned, stay out of smoke.

J:users\linda\labelspr\GGG0008a.lab

102




Page 103 - *Confidential Statement of Formula may be entitled to confidential treatment*




104



v

_Please read instructions on reverse before completing form.

Form Approved. OMB No. 2070-0080. Approval oxpires 05-31-9¢

N United States Reglstratlon OPP Identifier Number
\""EPA Environmental Protection Agency x | Amendment e s
: Washington, DC 20460 Other 2 5 1 U 7 7

Application fof Pesticide - Section 'l

1. Company/Product Number 11556-115 2. EPA Product Manager 3. Proposed Classification

4. Company/Product (Name

Co-Ra leestchc Insecticide Spray

DNone D Restricted
PM#

Bayer Corporation

S. Name and Address of Applicant {Include ZIP Code}

Agriculture Division, Animal Health

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
{b)(i}, my product is similar or identical in composition and labeling

PO Box 390 to:
Shawnee Mission, KS 66201-0390 EPA Reg. No.
D Check if this is 8 new address Product Name

Section - Hl

Amendment - Explain below.

D Notification - Explain below.

Final printed labels in responsge to
Agency letter dated

D Resubmission in response to Agency letterdated D “Me Too" Application.

D Other - Explain below.

See Attachmeut

Explanation: Use additional page(s) if necessary. (For section | and Section 11.)

Section - 1ll

1. Material This Product Will Be Packaged iIn:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
YOS. Yeas Metal
Plastic
No No Glass
. - If "Yes® No. per If "Yes" No. per Paper
* Cemﬁc_at’on must Unit Packaging wgt. container Package wgt container Other (Specify)
be submitted '
3. Locetion of Net Contents Information 4. Size(s) Retail Container S. Location of Label Directions
On Label
D Label D Container On Labeling accompanying product

i 6. Manner in Which Label is Affixed to Product Lithograph E] Other

Paper glued
Stenciled

Section - IV

1. Contact Point {Complete items directly below for identification of individual to be contacted, if necessary, to process this application.)

Name p 7. Mcilanara

both under applicable law.

| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete.
I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or (Stamped)

Tite Manager, Telephone No. (Include Area Code)
Preclinical Development
Certification ' 8. Date Application
Received

2. Signeture

j'f. j 777(3 7%«%4

3. Title

Manager, Preclinical Development

4, Typed Name

¥. T. McHamara

5. Date

10)20)97

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolets. White - EPA Flie Copy (original) Yelldw - Applicant Copy




. OPP Identifier No. 251077
Co-Ral Livestock Insecticide Spray
EPA Reg. No. 11556-115

Explanation:

On June 11, 1997 Bayer Corporation submitted a proposal to amend the registration of Co-Ral
Livestock Insecticide Spray by submitting a new Basic Confidential Statement of Formula (CSF)
which reflected the nominal label value, in accordance with PR Notice 91-2.

The Agency reviewer for this CSF, Dr. Harold E. Podall met with Mr. Terry McNamara of Bayer
Corp. on September 9, 1997 to discuss the way the nominal values were reported on the CSFs.
Dr. Podall requested that the CSFs be revised to show that actual amount of technical compound
used in the formulation, not just the nominal a.i. concentration.

Bayer is submitting this revised CSF to comply with the reviewer’s request. No change in the
formulation is represented by this action other than the required adjustments in the level of
technical and corresponding level of inerts required as dictated by the change to the nominal
value.

Jousers\linda\epadoc\GGGEPA19.doc 10/97
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You must submit the required studies by June 30, 1999. Failure to respond within this
timeframe may result in regulatory action against Bayers’ coumaphos product registrations.
If you have any questions regarding this letter you may contact Barbara Briscoe at 703-308-8177.

Sincerely,

Linda S. Propst, Chief

Product Reregistration Branch

Special Review and
Reregistration Division

109




110



Bayer &-

Agriculture Division

Animal Healfth

Via Federal Express Bayer Corporation
PO. Box 390
Shawnee Mission, KS 66201-0390
Phone: 913 631-4800

December 3 O, 1998 Telex: 437269 Miles AHD

Linda S. Propst, Chief

Product Reregistration Branch

U.S. Environmental Protection Agency
Office of Pesticide Programs (75008 W)
401 M. Street SW ‘
Washington, DC 20460

Re: Coumaphos Toxicology Studies for Reregistration
Dear Ms. Propst:

In response to the Coumaphos RED which requested acute toxicology data for reregistration,
Bayer submitted a very detailed letter (June 9, 1997) identifying the 81-1 through 81-6
toxicology studies that had been previously submitted to the Agency. Included in this
submission were copies of EPA’s review of each of these studies; EPA concluded all of the
studies were acceptable. Nevertheless, as EPA’s guidelines have changed somewhat over time,
some studies, although scientifically sound, did not necessarily meet all the requirements of the
new guidelines. To discuss the studies, the new guidelines and if any studies need to be repeated,
Bayer requested a meeting with the Agency in a series of phone conversations with the Agency
(C.P. Moran) on June 18, 20 and 24, 1997. Bayer was advised to submit all the references to
current studies along with the EPA reviews of the studies; a meeting was not necessary at the
time. EPA would subsequently review the package and notify Bayer if any further work was
necessary.

On November 30, 1998, Bayer received a review letter from the Agency (dated November 24,
1998). The letter identified several studies as unacceptable or supplemental. In brief, Bayer will
repeat all studies which have been classified as Supplemental or Unacceptable, and Bayer will
provide the new studies within 9 months.

Specifically, Bayer will repeat the following toxicology studies to support the reregistratier: of
the following products:

Ce g




bc: A. Dunlap - Platte Chemical
J. Dyer - Ecto
G. G. Gagliano
J. Graber
L. Klostermann
T.R. Lenz
K. Mobley
J. Payne
D. L. Van Goethem
Reg Book
Central File

x:moiij/letterssGGG0087.Doc
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" Please read Instructiops on reverse before completing form. Form rove MB No 0 _Approvel expires 2-28-95

o United States Registration OPP Identifier Number
\"’EPA Environmental Protection Agency v | Amendment
Washington, DC 20460 Other
Application for Pesticide - Section | ;
1. Company/Product Number 2, EPA Product Manager 3. Proposed Classification l
11556-115 LaRocca D None D Restricted
4. Company/Product {(Name) PM#
Co-Ral Flv and Tick Sprav 13
'5. Name and Address of Applicant finclude ZIP Cods) 6. Expedited Reveiw. In accordance with FIFRA Section 3(c}3)
!Bayer Corporation, Agriculture Division, Animal Health | (b)(i), my product is similar or identical in composition and labeling
PO Box 390 to: 1
Shawnee Mission, KS 66201-0390 EPA Reg. No.
i D Check if this is 8 new address Product Name

Section - I

Agency letter dated

.D Amendment - Explain below. | Final printed labels in repsonse to

Resubmission in response to Agency letter dated___lll_gﬁ‘_/_gs_ D "Me Too" Application.

D Notification - Explain below. D Other - Explain below.

Explanation: Use additional page(s) if necessary. (For section | and Section Ii.)

Section - 1l

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
B Yes B Yes B Yes Moetal
Plastic
. No No No [ Glass
. . If "Yes"” No. per If "Yes" No. per Paper
* Certification must | i i i ;
4 nit Packaging wgt. container Package wgt container Other {Specify)
be submitted [
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions
L’ Label [___I Container
6. Manner in Which Label is Affixed to Product Lithogreph D Other . L
Paper.Fluod bl
. Stenciled
Section - IV L.
1. Contact Point (Complete itemns directly below for identification of individual to be contacted, if necessary, to process this applicatioh.) P
L] [] []
Neme Title Telephone No. tinglade Area (Eo.d.olj
F. T. McNamara Manager, Preclinical Development (913) 268-2588 *. .
* *e

Certification

* 96008

| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. Ro.coiv.og
| acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisonment or . ‘smmd)
both under applicable law. :

e @

2. Signature 3. Tide *ae”s’
ﬁ (“ Manager, Preclinical Development

4 Ve Nsnero

8. Dat;.A.p‘plication. 't

4. Typed Name 6. Date

F. T. McNamara ,3)&9 /?%

EPA Form B8570-1 {Rav. 3-94) Previous editions are obsolete. White - EPA File Coov loriainal}

Yefidv - Aoolicant Copy
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S0 ST UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

2 ¢ Y
gf % L WASHINGTON, D.C. 20460
% N
&"ﬂ pnoﬁ—d‘@ OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES
September 14, 1998
MEMORANDUM:
Subject: EPA Reg. No.: 11556-115/ CO-RAL® 5.8% Livestock Insecticide Spray
DP Barcode: D244400
Case No.: 18
From: Ann Hanger, Environmental Protection Specialist AyNH

Product Reregistration Branch
Special Review and Reregistration Division (7508C) W

To: C. P. Moran, CRM
Product Reregistration Branch
Special Review and Reregistration Division (7508C)

Applicant:  Bayer Corporation
Agriculture Division, Animal Heaith
P.O. Box 390
Shawnee Mission, KS 66201-0390

FORMULATION FROM EPA Reg. No.11556-115 LABEL.:

% by wt.
Active Ingredient(s):
Coumaphos....... PSP 6.15%
Inert Ingredient(S): ...c.oveniiniieiiiiie e e 93.85%
' Total 100.00%
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BACKGROUND: In the 8 month response to the Coumaphos RED, the registrant has
requested that the acute toxicity studies submitted for EPA Reg. No. 11556-23 be used to
support the reregistration of their product, EPA Reg. No. 11556-115, a diluted form of EPA
Reg. No. 11556-23. EPA Reg. No. 11556-23 is in batch 3 and EPA Reg. No. 11556-115 is
not batched according to the Coumaphos RED. The MRID’s are as follows: 428498-01,
431025-01, 112833, 112837, 112834, 112835, and 112836.

Data developed for EPA Reg. No. 11556-23 was accepted to support the registration of 11556-
115, with the exception of the oral toxicity study. According to an EPA memorandum dated
June 9, 1994, two acute oral toxicity studies (MRIDs 428498-01 and 431025-01) were
accepted in order to support the registration of EPA Reg. No 11556-115. The memo
confirmed that additional acute toxicity studies were not needed for the EPA Reg. No. 11556-
115 because data submitted in support of the original formulation, 11556-23 supports the new
registration. The two acute oral toxicity studies were conducted by Miles, Inc. using the test
material CO-RAL® 6.15% Coumaphos. The remaining studies were conducted by Bayvet’s
Merriam Facility, Bayvet Division, Cutter Laboratories, Inc with the exception of the
inhalation study which was conducted by Mobay Chemical Corporation. The test material
used in these studies was CO-RAL® 11.6% Emulsifiable Livestock Insecticide.

Therefore, after reviewing the data evaluation reports for the submitted acute oral toxicity
studies and the studies submitted for 11556-23, all studies are reviewed as acceptable to
support the reregistration of EPA Reg. No. 11556-115 with the exception of the acute dermal
study which is supplemental until further information is provided.

RECOMMENDATIONS:

. Four of the six acute toxicity studies (81-1, 81-4, 81-5, 81-6) are acceptable.

L The acute dermal study is supplemental and may be upgraded to acceptable upon the
Agency’s receipt of the size of exposure area.

. The acute inhalation study is unacceptable since particle size analysis was not
determined adequately. '

The acute toxicity profile for EPA Reg. No. 11556-115 is currently:

Acute Oral I Acceptable
Acute Dermal I Supplementary
Acute Inhalation Unacceptable
Primary Eye I Acceptable
Primary Dermal IV Acceptable

Skin Sensitization Self Validated
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Attachment 5

Background:

Miles is submitting these two acute oral toxicity studies in rats
in order to support a new formulation that has one half the AI of
the original registration. The original product containing 11.6%
Al was rated as a Restricted Use pesticide in the Registration
Standard Second Round Review of September 1989 based on its acute
oral toxicity (TOX Category I).

The proposed new formulation is a variation on #11556-23, Co-Ral
Emulsifiable Livestock Insecticide. The registrant was informed
in a meeting with HED on 11/29/90 that this was a new product and
new acute oral toxicity data would be needed to support it. He
will use the data developed for the original formulation (EPA
Reg. # 11556~23) to support registration of the new formulation
(EPA Reg. # 11556-RRL). See the Confidential attachment for a
comparison of the two formulations.

1. Data Review:

The acute oral studies have been reviewed and the DERs are
appended. MRID # 428498-01 showed an LDy, of 395 mg/kg in
females; TOX Category II. MRID # 431025-01 showed and LDy,
of 495 mg/kg in females, TOX Category II. Both studies
are classified CORE Guideline.

These data results support removing the Restricted Use label
provisions by moving the product from TOX category I to TOX
Category II.

Additional acute data submitted in support of EPA Reg. #
11556-23 (11.6% AI) are being cited in support of the new
registration. These were reviewed in the R. Zendzian
memorandum of 11/17/82 which are summarized here:

Acute Toxicity Data Requirements (40 CFR §158.340).
Pesticide Assessment Guidelines, Subdivision F. Hazard Eval-

uation: Human and Domestic Animals. (1982; revised 1984).

Data Toxicity Classi-
Required MRID # Category fication
Acute Oral (§81-1) acc. # 248200 % I M
Acute Dermal (§81-2) " i ITX M
Acute Inhal. (§81-3) " O III G
Eye Irr. (§81-4) " I11 h M
Dermal Irr. (§81-5) " III - or WV M
Dermal Sens. (§81-6) " Non-Sens. VY M

* An examination of the study (Mobay # 81-041-16) showed
that the LC,, for males was 1300 mg/m’; for females it was
795 mg/m®, placing the study in TOX category III (> 0.5 -
5.0 mg/l).
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Attachment 5

Recommendation(s):

Removal of the "Restricted Use" classification is
appropriate based on a reduction in the amount of AI in the
formulation from 11.6 § AI to 6.15% AI, and new acute oral
toxicity data which support a TOX Category II (LD,;, between
50 mg/kg and 500 mg/kg in female rats).

According to HED this formulation is considered to be a new
registration, and new acute oral data would be required.

Additional acute toxicity studies are not needed for the
new formulation because data submitted in support of the
original formulation likewise support the new registration.
We have summarized this data base here and offer comments
on the individual studies:

e i 56-
Acute Dermal (§81-2) III M LDs, > 3000 mg/kg
Acute Inhal. (§81-3) III G LCs, 0.795 mg/l
Eye Irr. (§81-4) III M Cleared by day 7.v
Dermal Irr. (§81-5) T M L LA

Dermal Sens. (§81-6) Npn=Sens. M

Acute dermal study is not needed because the modest increase
in percenth
would not be expected to produce an LD;, sufficiently low to
change the TOX category. Moreover, registrant was not told
this study would be needed at the HED meeting.

Acute inhalation study is not needed because the original
HED TOX rating of TOX II was in error and should have been
TOX III. Moreover, the LCs, of 0.795 mg/l is on the low
side of the TOX III range; a cut of 50% AI would not likely
produce a TOX IV LCs, rating. Moreover, registrant was not
told this study would be needed at the HED meeting.

Eye irritation study is not required because irritation
effects were reported to be most evident at day one. Thus,
the modest increase in percent*
) would not be expected to produce an
rritancy sufficiently low to change the TOX category.

Moreover, registrant was not told this study would be needed
at the HED meeting. -

Dermal irritation study is not required because effects had
vanished by day 3 Thus, the modest increase in percent
| would not be
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Attachment 5

DATA EVALUATION RECORD FOR ACUTE ORAL TOXICITY TESTING §81~1
Product Manager (PM): 13 EPA Red. No,: 11556~RRL
Reviewer: David L. Ritter, Toxicologist DLQ\S"‘")\‘QL(

MRID No.,: 428498-01

Testing Laboratory: Miles Inc.
Toxicology

17745 South Metcalf
Stillwell, KN 66085-9104

Title Of Report: Acute Oral Toxicity Study with Coumaphos 6.15%
(CO-RAL?) in Rats.

Date of Report: 11/2/92

. Q.: 92-012-PL (Miles # 103294)
Author(s): A.B. Astroff & L.L. Hagen
Species: Sprague Dawley rat  Sex: 20M + 20F

Wt.: M: 174 -211 gm; F: 160 - 186 gnm

Source: Sasco, Inc., St. Louis, MO.
Test Material: CO-RAL Livesock Insecticide Spray (LIS)
Dosage: See below.
Quality Assurance (40 CFR, Section 160.12): Acceptable

Summary:

LDs, Males = 1477 mg/kg
LD, Females = 395 mg/kg

TOX _Category: II; LD betweenh_§diﬁhg/kg and 500 mg/kg
(females). e
Core Classification: Guideline r
rocedure viation om Serjes -1):
Standard laboratory animal husband;y and GLP were observed.

Animals were weighed initially, on day 7 and at termination.
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Test Article Administrati

Test Article was administered by gavage in 0.5% agqueous methyl
cellulose to groups of 5M or S5F each at doses listed here:

Females ma/kg

Males ma/kq
0

889
1870
2870

0
89
271
471

Animals were observed twice daily on weekdays and once daily
on weekends for fourteen days for mortality and signs of

toxicity.

Animals dying during the observation period and those surviving to
termination were subjected to gross necropsy.

Results:

Body weight gain decreased from day 0 thru 7 with recovery apparent

by day 14 in the survivors.

Signs of toxicity included ataxia, tremors, torpor, fasciculations,

salivation and staining.

REPORTED MORTALITY

DOSAGE MALES
No.Dead/No.

Exposed

No.

FEMALES
Dead/No.
Exposed

COMBINED
No. Dead/No.
Exposed

0.0

889 0/5 0/5

1870 4/5 4/5

2870 5/5 5/5
89 0/5 0/5

(37127: o5 0/5
471 4/5 4/5

LD;, Males = 1477 mg/kg
LDy, Females = 395 mg/kg

Necropsy revealed no lesions attributable to treatment.
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Attachment 5

DATA EVALUATION RECORD FOR ACUTE ORAL TOXICITY TESTING §81-1

Product Manager (PM): 13 EPA Red. No,: 11556-RRL
Reviewer: David L. Ritter, Toxicologist 0[0{ s-‘)\‘Qy
MRID No.: 431025-01
sti atory: Miles Inc.
Toxicology
17745 South Metcalf
Stillwell, KN 66085-9104

e eport: Acute Oral Toxicity Study with OCO-RALR Livestock
Insecticide Spray in Rats.

Date of Report: 1/25/94

Lab. No.: 93-012-WT (Miles # 103294-02)

Author(s): M.A. Zorbas

Species: Sprague Dawley rat Sex: 40M + 40F
Wt.: M: 169 -228vgm; F: 145 - 180 gm

Source: Sasco, Inc., Omaha NB.

Test Material: CO-RAL Livesock Insecticide Spray

Dosage: See below.

Quality Assurance (40 CFR, Section 160.12): Acceptable

Summary:

LDs, Males = 1011 mg/kg
LD, Females = 495 mg/kg

TOX Category: II; LDy, between 50° mg/kg and 500 mg/Kg
(females). O

Core Classification: Guideline

Procedure (Deviation From Series 81-1):

Standard laboratory animal husbandry and GLP were observed.

Animals were weighed initially, on day 7 and at termination.
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Attachment 5

Test Article Administration:

Animals were fasted overnight before dosing. Test Article was
administered by gavage in 0.5% methyl cellulose and 0.4% Tween
80 in deionized water to groups of 5M or SF each at doses
listed here:

Males mg/kg Females ma/kg

0 0

486 94.3

627 270

946 486

1490 - 571

1930 686

2800 735

Animals were observed twice daily on weekdays and once daily
on weekends for fourteen days for mortality and signs of
toxicity.

Animals dying during the observation period and those surviving to
termination were subjected to gross necropsy.

Results:

Body weight gain increased from day O through 14 in the male
survivors in the 486, 627 and 946 mg/kg groups. Surviving males in
the 1490 mg/kg group lost weight initially but regained some weight
in the later days of the observation period. This pattern was
repeated in the females.

Signs of toxicity included ataxia, torpor, fasciculations,

salivation and oral, nasal and ano-genital staining. Convulsions
in females was also reported. : :
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REPORTED

MALES
No.Dead/No.

© Attachment 5

MORTALITY

DOSAGE
N MG/KG

FEMALES
No. Dead/No.
Exposed

0/5
627 2/5 270 0/5
946 2/5 486 1/5
1490 4/5 571 5/5
. 1830 5/5 686 5/5
2800 5/5 735 5/5
LD, Males 1011 mg/kg
LDs, Females 495 mg/kg

Necropsy revealed no lesions attributable to treatment.
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1. PC CODE: 036501; Coumaphos

2. CURRENT DATE: 4/22/94

Attachment 5.

ACUTE TOX ONE-LINER

3. TEST MATERIAL: Co-Ral Livestock Insecticide Spray

4. EPA Reg. #: 11556-RRL

Study/Species/Lab/ MRID No. Results ToX. Core
Study#/Date cat. | Grade
Acute oral/Rat/Miles | 428498-01 | LDs, M = 1477 mg/kg IT G
/92-012-PL/11/2/92 LDy, F = 395 mg/kg
Acute oral/Rat/Miles | 431025-01 LDsg M = 1011 mg/kg II G
/92-012-PL/11/2/92 LDy, F = 495 mg/kg
Core Grade Key: Py SE-9 Y
G = Guideline
M = Minimunm
S = Supplementary
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Attachment 5

CONFIDENTIAL ATTACHMENT
EPA Reg. # 11556-RRL; Co-Ral Livestock Insecticide Spray

Discussion of Inert Ingredients.




Attachment 5

The registrant is basing ewmrort for the subject formulation on
te :ity data obtained fr he previous formula. Specifically,
he .13 diluting *he AT (co..__hos) at 11.6 % down to 6.15% and
making up the ._fference wit"

as foll_us:

*Inert ingredient information may be entitled to confidential treatment*
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Application for Pesticide
OPP No. 251091
Confidential Statement of Formula for Co-Ral Fly and Tick Spray
(EPA Reg. No. 11556-115); Agency Letter dated January 5, 1998

Enclosed for Agency review and acceptance is a Confidential Statement of Formula
(CSF) for Co-Ral Fly and Tick Spray (EPA Reg. No. 11556-115).

In explanation, on October 30, 1997, Bayer submitted an application for a revised
Confidential Statement of Formula (CSF) for Co-Ral Livestock Insecticide Spray (EPA
Reg. No. 11556-115). The Agency responded in a January 5, 1998 letter which stated the
CSF was deemed unacceptable since the percent active ingredient on the CSF did not
agree with the percent active on product label.

The percent active ingredient on the label was 5.8% (the nominal concentration).
Although 5.8% is between the upper and lower certified limits of 5.5% and 6.8%,
respectively on the CSF, the midpoint of the certified limits is 6.15% and this value is in
column 13.b of the CSF.

To obtain guidance on how to resolve this matter, on January 15, 1998, Greg Gagliano,
Bayer scientific and regulatory specialist, contacted Linda DeLuise of your staff.

Ms. DeLuise agreed that while the percent active ingredients listed were technically
correct, it would be clearer for everyone if the percentage stated on the product label
matched the midpoint of the upper and lower certified limits stated on the CSF.

Accordingly, Bayer has submitted an application for label amendment to revise the
nominal concentration on the label from 5.8% to 6.15% (a copy of this application is
enclosed). Please note, in the interim Bayer has changed the name of the product from
Co-Ral Livestock Insecticide Spray to Co-Ral Fly and Tick Spray by a January 12, 1998
notification to the Agency and accepted by the Agency (letter dated January 21, 1998).

The enclosed CSF is identical to that which Bayer submitted earlier on October 30, 1997
and the Agency previously reviewed in the Agency’s January 5, 1998 letter, with only
one change. The product name on the enclosed CSF is Co-Ral Fly and Tick Spray to
reflect the name change of the product (again, effected by a January 12, 1998
notification).

When the Agency accepts the revised labeling, the Agency should also accept the
enclosed CSF. As the proposed action does not require any new data review, we
anticipate the Agency will expeditiously accept the enclosed CSF.

X:linda\epadoc\gggepa2l.doc 1/26/98
132




133
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Reason to Issue:  Response to Agency letter dated Date: 1/16/98

January 5, 1998 Supersedes: 10/3/97
Page 1 of 8
(Front Panetl)
Co-Ral®
(coumaphos)
FLY AND TICK SPRAY

For Control of Horn Flies, Face Flies, Lice and Ticks

Percent
by Weight
Active Ingredient:
0,0-Diethyl 0-(3-chloro-4-methyl-2-ox0-2H-1-benzopyran-7-yl)
phosphorothioate . . . . ... ... ... .. ........... 6.15%
Inert Ingredients™*: . . . . ... ... ... L. ... 93.85%
Total . . . . . e 100.0%

*Contains aromatic petroleum distillates.

This product contains 0.25 1b 0,0-Diethyl 0-(3-chloro-4-methyl-2-0x0-2H-1-benzopyran-

7-yl) phosphorothioate per half gallon.

EPA Reg No. 11556-115 EPA Est. No. 11556-KS-1

KEEP OUT OF REACH OF CHILDREN

WARNING

SEE BACK AND SIDE PANELS FOR STATEMENTS OF PRACTICAL

TREATMENT AND OTHER PRECAUTIONARY STATEMENTS
NET CONTENTS: 1.892 L (0.50 gallon)

Bayer Corporation
Agriculture Division
Animal Health
P.O. Box
Shawnee Mission, Kansas 66201 U.S.A.

J:users\linda\labelspr\GGGO0008a.lab
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Reason to Issue:  Response to Agency letter dated Date: 1/16/98

January 5, 1998 Supersedes: 10/3/97
Page 2 of 8

(Side Panel)

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. Causes
moderate eye irritation. Avoid contact with skin, clothing or eyes. Wash thoroughly with
soap and warm water after handling. Wash contaminated clothing with soap and hot
water before use.

If swallowed:

If inhaled:

If on skin:

If in eyes:

To Physician:

STATEMENTS OF PRACTICAL TREATMENT

Call a physician or Poison Control Center immediately. If possible,
vomiting should be induced under medical supervision. Drink one or two
glasses of water and induce vomiting by touching the back of throat with
finger. Do not induce vomiting or give anything by mouth to an
unconscious person.

Remove victim to fresh air. Apply artificial respiration if indicated. Get
medical attention if victim displays signs of poisoning.

Remove contaminated clothing and wash affected areas with soap and
water. Get medical attention if irritation appears.

Flush eyes with plenty of water. Call a physician immediately.
Atropine sulfate by injection is antidotal. Repeat as necessary to the point

of tolerance. 2-PAM is also antidotal and may be administered in
conjunction with atropine.

J:users\linda\labelspr\GGG0008a.lab
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Reason to Issue:  Response to Agency letter dated Date: 1/16/98
January 5, 1998 Supersedes: 10/3/97
Page 3 of 8

(Side Panel)

ENVIRONMENTAL HAZARDS

This pesticide is toxic to birds, fish and aquatic invertebrates. Do not apply directly to
any body of water. Coumaphos washed off of wading treated livestock may be hazardous
to aquatic organisms. Do not contaminate water when disposing of equipment washwater
or rinsate.

Premise Precautions: Do not spray in a confined, non-ventilated area. Do not treat
areas such as feed bunks, mangers, or troughs where livestock feed or drink. Do not
contaminate water, food, feedstuffs, food or feed handling equipment, or milk or meat
handling equipment.

LIMITED WARRANTY AND
LIMITATION OF DAMAGES

Bayer Corporation, Agriculture Division, Animal Health warrants that this material
conforms to the chemical description on the label. BAYER CORPORATION MAKES
NO OTHER EXPRESS OR IMPLIED WARRANTY, INCLUDING ANY OTHER
EXPRESS OR IMPLIED WARRANTY OF FITNESS OR MERCHANTABILITY, and
no agent of Bayer Corporation is authorized to do so except in writing with a specific
reference to this warranty. Any damages arising from a breach of this warranty shall be
limited to direct damages and shall not include consequential commercial damages such
as loss of profits or values, etc.

Co-Ral is a Reg. TM of the parent company of Bayer Corporation

DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its
labeling.

Co-Ral Fly and Tick Spray mixes easily with water to from an emulsion which is easily
applied with ordinary spray equipment. One spray treatment is highly effective for
control of flies, lice and ticks and provides residual control.

J:users\linda\labelspr\GGG0008a.lab
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Reason to Issue:  Response to Agency letter dated Date: 1/16/98
January 5, 1998 Supersedes: 10/3/97
Page 4 of 8

(Side Panel)

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects
reappear and constitute a problem.

Backrubber Application for Horn Flies and Face Flies: Co-Ral Fly and Tick Spray is
ideal for backrubber application. When properly mixed and applied, effective control of
horn flies and face flies will be achieved. Best control is obtained when backrubbers are
strategically located and properly treated. No. 2 furnace oil (fuel oil) or No. 2 diesel fuel
oil is recommended for mixing with Co-Ral Fly and Tick Spray for use in backrubbers.
Use of other oils may result in sludge formation that will prevent proper distribution in
the reservoir-type backrubber.

Entry Restriction: Do not contact treated animals until their coats are dry.
PROTECTIVE CLOTHING STATEMENT

Applicators and other handlers must wear long sleeve shirt, long pants, chemical-resistant
gloves such as barrier laminate or butyl rubber > 14 mils, shoes plus socks.

Users should wash hands before eating, drinking, chewing gum, using tobacco, or using
the toilet. Users should remove clothing immediately if pesticide gets inside. Then
wash thoroughly and put on clean clothing.

Users should remove personal protective equipment immediately after handling this
product. Wash the outside of gloves before removing. As soon as possible, wash
thoroughly and change into clean clothing. Following manufacturer’s instructions for
cleaning/maintaining personal protective equipment. If no such instructions for
washables, use detergent and hot water. Keep and wash personal protective equipment
separately from other laundry.

NOTICE TO VETERINARIANS: If the proper dosage of Co-Ral Fly and Tick Spray has
been applied and adverse reactions, such as bloat, excessive salivation and posterior
paralysis occur, it is highly probable that a host parasite reaction exists. Administer
symptomatic treatment. Anti-inflammatory agents may be helpful. If necessary, relieve
bloat by trocarization, as a stomach tube may traumatize a severely swollen esophagus.
Do not administer atropine, as it is contraindicated in host parasite reactions. If toxicity
should occur as a result of gross overdosage, atropine by injection is antidotal.

J:users\linda\labelspr\GGG0008a.lab
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Reason to Issue:  Response to Agency letter dated Date: 1/16/98
January 5, 1998 Supersedes: 10/3/97
Page 5 of 8

(Side Panel)

USE RESTRICTIONS

For external insecticidal use only on specified animals.

Do not apply as a spray at rates above 1 quart of Co-Ral Fly and Tick Spray per

50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of
freshening. If freshening should occur within the interval after spraying, do not use milk
for human food for balance of 14 day interval.

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months
old.

Do not spray animals for 10 days before or after shipping or weaning or after exposure to
contagious and infecting diseases.

Do not spray in a confined, non-ventilated area.

Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneously
or within a few days before or after treatment or exposure to cholinesterase-inhibiting
drugs or pesticides. Atropine by injection is antidotal. Consult veterinarian at the first
sign of adverse reaction.

Do not apply this product in a way that will contact workers or other persons, either
directly or through drift. Only protected handlers may be in the area during application.

Individuals must limit the number of animals they treat per day with hand held sprayers

to no more than 100, if the animals are treated at the maximum label rate, 200 if they are
treated at 2 maximum label rate, etc.

J:users\linda\labelspr\GGGO0008a.lab
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Reason to Issue: Date: 1/16/98

Supersedes: 10/3/97
Page 6 of 8

Response to Agency letter dated
January 5, 1998

(Back Panel)

RECOMMENDED APPLICATIONS

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL FLY AND TICK SPRAY
PER 50 GALLONS OF WATER. FOR LACTATING DAIRY CATTLE DO NOT
APPLY MORE THAN 1 QUART OF CO-RAL FLY AND TICK SPRAY PER

50 GALLONS OF WATER.

OUNCES
QUARTS PER
PER 4
50 GALLONS
GALLONS OF

ANIMAL | PARASITE | OF WATER [ WATER | REMARKS
Beefand | Horn Flies 2 5 SPRAY TREATMENTS:
Non- Lice Apply specified dosage for
Lactating a complete wetting to run-off.
Dairy Ticks 4 10 Treat no more than six times
Cattle per year. Do not make

applications less than 10 days

apart.
Lactating | Lice 1 2Ys SPRAY TREATMENT(S):
Dairy Flies Apply specified dosage for a
Cattle complete wetting to run-off.

Treat no more than six times

per year. Do not make

applications less than 10 days

apart,

J:users\linda\labelspr\GGG0008a.lab
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Reason to Issue:  Response to Agency letter dated Date: 1/16/98

January 5, 1998 Supersedes: 10/3/97

Page 7 of 8
(Back Panel)

ANIMAL PARASITE REMARKS
Backrubber Horn Flies Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil
for Beefand | Face Flies or No. 2 diesel fuel (or 9 % oz Co-Ral per gallon) .
Lactating Saturate the fiber portion of the backrubber with this
Dairy Cattle mixture. Place the backrubber where animals

congregate or travel regularly. For dairy cattle

suspend at a height that will prevent straddling.

Resaturate backrubber as needed. NOTE: For most

effective face fly control the rubber should be

constructed so as to permit the animal to rub its face.
No interval is required between treatment and

’ slaughter or use of milk.

QUARTS OUNCES
PER PER
50 4

GALLONS | GALLONS

ANIMAL PARASITE | OF WATER | OF WATER | REMARKS

Horses Horn Flies 2 5 SPRAY
Lice TREATMENT(S): Apply
' (Not intended specified dosage for
for slaughter) complete wetting.
Ticks 4 10 Treat thoroughly all

wounds and injuries.
Treat no more than six
times per year. Do not
make applications less
than 10 days apart.

(Continued)

J:users\linda\labelspr\GGG0008a.1ab
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Reason to Issue:

Response to Agency letter dated

Date: 1/16/98

January 5, 1998 Supersedes: 10/3/97
Page 8 of 8
(Back Panel)
QUARTS OUNCES
PER PER
50 4
GALLONS | GALLONS
ANIMAL PARASITE | OF WATER | OF WATER | REMARKS
Swine Lice 2 5 SPRAY
TREATMENT(S): Apply
specified dosage for a
complete wetting to run-
off. Treat no more than
six times per year. Do
not make applications less
than 10 days apart.
STORAGE AND DISPOSAL

Do not contaminate water, food or feed by storage or disposal.

STORAGE: Do not allow to freeze. Keep from extreme heat.

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot
be disposed of by use according to label directions, contact your State Pesticide or
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA
Regional Office for guidance.

Container Disposal: Triple rinse (or equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if
allowed by state and local authorities, by burning. If burned, stay out of smoke.

J:users\linda\labelspr\GGGO0008a.lab
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o 10421783 e7:56  @T03 557 3106 ' ﬁooz
] Attachment 5 '71#
S _ PRODUCT CREMISTRY REVIEW . .
- | /4 /5)
N o~ ) (‘ - 4 ;
To: eM 13 FROM: BReviewer: _I NDIRA 1R IROLA Date: Ogi ! l[ as
- ' - . : . .

e gl

EPA REG. NO.: _I1566— RRL PRODUCT NAME :

.

Hisd Spez

FOOD USE () INFRRTS CLBARED: € (), D (¥, E () nonrodn’usé: ()
21 CFR BARTS 170~199: ( } TOXIC INERTS LIST 1( }, 2()

Please provide the requested infommation for the following checked items:

1. [ ] Submit the product specifi¢ product fchemistzy.data for your product. [ ] If
submitted ezcilicr, provide MRID Number(s). | | Your procduct-ia act sufficiently
similaxr to the product you referenced. '

2 Tu suference to the Contfidential Statement of Fozxmuwla (CSF), plea.ée provide the
[ following:

[ ] a) pE of product or pH at a specified water dilution. \&; 9
[ 1 b)) Density of preduct. ' B \\’}J\.

{ 1 e) Flash peint of product.

[ 1 d) Flask pcint of product with propellent as per item #6(qQ) ‘or item #5(c).

[ ] e) Flame extension of product includinq flashbacks if noted.

{ 1, £ The vupper and lower certified limits based on the pure active inqredients
v zather than the technical oz ccncentrate. Note that the lower limit of the

active ingrediests must be ti & the Isbel claim in puze act*vc Sorm.
° OVV D{m
[ 1 g The upper and lower certified limits of the J_nds.v:.d.a...lly added inczto.
[ \{cru/ [_al/)l, CJCM A ﬂc:hve, wqum\ ‘el 12 5.8 Heuce 13b. or

/. ‘-J /\“"L(z 15/ )X Puw)xlo Iecl'mul é‘i]O O/) 5. SL{/ ’/kw
. o v Lﬂtlnw U\ccle:()m—fd Laboel o o 58/ Momww\{% .

\JW

3 9 e Led Lmys ghauld be rasked grrued s gemrenl (377
U\_Q,' L th,(@‘ !’)~ + oR — 3 / o . }t i)urg ach\lf.abﬁ'/“h ‘

3. Based on the current CSF dated Oéqu, ‘33 __r your product will Wﬂorﬁ\%f

the label claim for the uctive iug.r.cgl.xent. rlease revise the label or the CSF so
that the ;nfomation agrees. '

The  CSF wdl be auap}ed aH"a Uw«,&lzlre.d Corpettins e
mece

7 d ;H "H566-11
\_\'_lilf;- ﬁﬁfcrc w ¢ 4’0 ouwn Q“‘”C[r—dd Punl} 17 Acunle P)’: 4_:;“ J e
m qo. U/ . l—} ll U\Lr {;0‘ u\)cd‘w‘/l_s Grt b(;,étd cn This
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-2- Attachment 5

PRODUCT CHEMISTRY REVIEW (coni,'d.)

4. [44//Provide the chemioal identity of dll;ccmpancnts, LLe pe¢¢&uLa§e camposition, GRS

V, Registry Number, and Materlial Safety Data Sheet (two copies) for the following
P = ' ‘ o :

Toe supplier may contact EPA directly referencing the File symbol or EPA
Registration Number 'in their response. For dyes, provide the .color index and CAS
Registrcy Numbers for all components, ' For perfumes and flavorings, provide -for
each cowponent in the mixture: the chemical name, CAS Registry Number, and the
percentage oxr range in percentage in the mixture. Certify that flavoras are non-
food type. The confidential information submitted by the suppliers is kept
confidential under FIFRA Section 10.

4]

Ia the proposed labeling, provide the following information:

[ ] &) Update the label Storage and Pesticide and Coptainer Dispdsal Statements in
accordance with [ ] PR Notice 84-—1 for . non—aeroxol containera for hansea and
institucional uses or [ ] PR Notice 83~3 for all other uses.

{ 1] b) B2add the heading PHISICAL OR CHEMICAL EAZARDS to the label and the appropriate
statement per 40 CFR 156. 1n(h)(7)(111)

(1 ¢} Uader the heading PEYSICAL OR camgICAL HAZARDS, list the product a3 Extremely
Flammable (because your product contains flammable propelleats).

[ ] d) Provided that the solvent does not have inzsecticidal actiwvity, it should be
remaved from the ingzodient statement active ingeedieal listing anc the
percentage added to the inert ingzedlents. If the solveat has insecticidal
propertica, poovide the EFA R.ega.uL.LaLLuu Numbex. -

*Inert ingredient information may be entitled to confidential treatment*

{ ] e) 2add a footmote to the iaesl iuyredients indicating: Containg azomatic
petroleum distillates, xylene or xylene-range arcratic solvent,

{1 £) S8ince your data matrix does not provide a dielectrical breakdown voltage, you
wuslk add the rollowing statement to the Physical or Chemical Hazards heading:

DO not uge this product in or on electrical equipnent
due to the possibility of shock hazard. .
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Please read instructions on reverse before completing form. Form Approved, OMB No. 2070-0060. Approval expires 05-31-98
United States Registration OPP Identifier Number

o .
\"’EPA Environmental Protection Agency X | Amendment

Washington, DC 20460 Other 25 1" Oi gm

Application for Pesticide - Section |

1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification '
11556-115 George T. LaRocca
D None D Restricted
4. Company/Product (Name) PM#
Co-Ral Fly and Tick Spray _ 13
5. Name andCAddross of Applicant finclude ZIP Code). 6. Expedited Review. In accordance with FIFRA Section 3(c}(3)
Kg%r%gulggggr%}i\ll(i)gion , Animal Health {b){i), my product is similar or identical in composition and labeling
PO Box 390 to: -
Shavnee Mission, KS 66201-0390 EPA Reg. No.
D Chack if this is a new address Product Name
Section - i
Amendment - Explain below. Final printed labels in response to
Agency letter dated
D Resubmission in response to Agency letterdated _____ D *Me Too" Application.

.D Notification - Explain below. D Other - Explain below.

Explanation: Use additional page(s) if necessary. (For section | and Section Il.)

See Attached

Section - 1l

1. Material This Product Will Ba Packaged In:

Child-Resistant Packaging Unit Packaging Weter Soluble Packaging 2. Type of Container
B Yes*® B Yes B Yes Metal
Plastic
No No No Glass
. . If "Yes" No. per if "Yes" No. per Paper
¢ Cemﬁc_at'on must Unit Packaging wgt. container Package wgt container Other (Specify)
be submitted )
. 3. Location of Net Contents Information 4. Size(s) Retail Container S. Location of Label Directions
. On Label
D Label D Container . : On Labeling accompanying product
6. Manner in Which Label is Affixed to Product Iﬁithogralphd ' D Other
aper glue
Stenciled

Section - IV

1. Contact Point {Complete itams directly below for idantification of individual to be contacted, if necessary, to procaés this application.)

Name Title Manager, Telophone No. (Include Area Code)
F., T. McNamara Preclinical Development (913) 268-2588
Certification 6. Date Application
| certify that the stataments | have made on this form and all attachments thereto are trus, accurate and complete. Received
| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or {Stamped)
both under applicabie law. .
2. Signature _ -— 3. Title
\3/7 g /}7/! ‘}W Manager, Preclinical Develonment
[ b /(2 7/ "&(-
4. Typed Name 5. Date

F. T. Mcilamara - /}2_@)9?

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolets. . ' ~ _ Whits - EPA Flle Copy (original) Yellow - Applicant Copy
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via Federal Express l l ;)ﬂ \C{E

Office of Pesticide Programs

Document Processing Desk (AMEND)
U.S. Environmental Protection Agency

Room 266A, Crystal Mall 2
1921 Jefferson Davis Highway
Arlington, VA 22202

cc: Mr. George T. LaRocca
Ms. Linda DeLuise

bc:

Attachments: « Application for Pesticide Amendment (OPP #251091)

x:linda\doc\ggg0016.doc

1/98
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Please road instructions on reverse before completing form.

Form Approved. OMB No. 2070-0080. Approval expires 05-31-98

United States

SEPA

Environmental Protection Agency
Washington, DC 20460

Registrat]on OPP Identifisr Number
X | Amendment A N AL
Other 251091

Application for Pesticide - Section |

1. Company/Product Number

11556-115

2. EPA Product Manager
George T. Lallocca

4.C /Product (N
ompany/Produc CoTlRez)al Fly and Tick Spray

PM#
13

3. Proposed Classification '

DNone . D Restricted

5. Neme and Address of Applicant finclude ZIP Code)

Bayer Corporation . .
Agriculture Division, Animal ilealth

PO Box 390
Shawnee Mission, KS 66201-0390

D Check if this is a new address

6. Expedited Review. In accordance
{b}(i}, my product is similar or identical
to:

EPA Reg. No.

with FIFRA Section 3(c)(3)
in composition and labeling

Product Name

Section - 1l

Amendment - Explain below.

D Resubmission in response to Agency letter dated

ﬂ Notification - Explain below.

Final printed labels in response to
Agency letter dated

"Me Too" Application.

D Other - Explain below.

See attached

Explanation: Use additional page(s) if necessary. (For section | and Section I.)

Section - lll yd

1. Material This Product Will Bs Packaged In:

/

Child-Resistant Packaging | Unit Packaging Water Soluble Packagmana{' . ,’2.. Type of Container
B Yes® B Yes B Yes ’ 7 1}’ LAY Metal
Plastic
No No . No Glass
. . If "Yes" No. per If *Yes” No. per | Paper
* Certification must | nit Packaging wgt. container | Package wgt container‘ Othar (Spacify)
.ba submitted |
3. Location of Net Contents Information 4. Size(s) Retail Contairfor S. Location of Label Directions
On Lebel
D Label D Container On Labeling accompanying product

6. Manner in Which Label is Affixed to Product

Lithograph
Paper
Stenciled

D Other

tued

Section - IV

1. Contact Point {Complete items directly below for identification of individual to be contacted, if necessary, to process this application.)

Name

Tie Manager,

B¢

eg;itié)sbe g% él_nﬁlg%esArea Code)

F. T. McNamara Preclinical Development
Certification 8. Date 'Applicau‘on

| certify that the statements | have made on this form and all attachments thereto are true, accurata and complete. Received
I acknowledge that any knowingly faise or misleading statement may be punishable by fine or imprisonment or (Stamped)
both under applicable law.

2. Signature 3. Title

NJCLDJ//* 777 ‘ 7 Manager, Preclinical Development
I U e Neweva
4. Typed Name 5. Date
F. T. McNamara //a 6/?2
. 44

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsq!gte.

White - EPA File Copy (original)

Yellow - Applicant Copy



Application for Pesticide
OPP No. 251091
Confidential Statement of Formula for Co-Ral Fly and Tick Spray
(EPA Reg. No. 11556-115); Agency Letter dated January S, 1998

Enclosed for Agency review and acceptance is a Confidential Statement of Formula
(CSF) for Co-Ral Fly and Tick Spray (EPA Reg. No. 11556-115).

In explanation, on October 30, 1997, Bayer submitted an application for a revised

- Confidential Statement of Formula (CSF) for Co-Ral Livestock Insecticide Spray (EPA
Reg. No. 11556-115). The Agency responded in a January 5, 1998 letter which stated the
CSF was deemed unacceptable since the percent active ingredient on the CSF did not
agree with the percent active on product label.

The percent active ingredient on the label was 5.8% (the nominal concentration).
Although 5.8% is between the upper and lower certified limits of 5.5% and 6.8%,
respectively on the CSF, the midpoint of the certified limits is 6.15% and this value is in
column 13.b of the CSF.

To obtain guidance on how to resolve this matter, on January 15, 1998, Greg Gagliano,
Bayer scientific and regulatory specialist, contacted Linda DeLuise of your staff.

Ms. DeLuise agreed that while the percent active ingredients listed were technically
correct, it would be clearer for everyone if the percentage stated on the product label
matched the midpoint of the upper and lower certified limits stated on the CSF.

Accordingly, Bayer has submitted an application for label amendment to revise the
nominal concentration on the label from 5.8% to 6.15% (a copy of this application is
enclosed). Please note, in the interim Bayer has changed the name of the product from
Co-Ral Livestock Insecticide Spray to Co-Ral Fly and Tick Spray by a January 12, 1998
notification to the Agency and accepted by the Agency (letter dated January 21, 1998).

The enclosed CSF is identical to that which Bayer submitted earlier on October 30, 1997
and the Agency previously reviewed in the Agency’s January 5, 1998 letter, with only
one change. The product name on the enclosed CSF is Co-Ral Fly and Tick Spray to
reflect the name change of the product (again, effected by a January 12, 1998
notification).

When the Agency accepts the revised labeling, the Agency should also accept the

enclosed CSF. As the proposed action does not require any new data review, we
anticipate the Agency will expeditiously accept the enclosed CSF.

X:linda\epadoc\gggepa21.doc 1/26/98
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Please read instructions on reverse before completing form. Form Approved. OMB No. 2070-0060, Approval expires 05-31-

OH United States Reglstratlon OPP dentifier Number
\‘"EPA Environmental Protection Agency x | Amendment .
Washington, DC 20460 Other 2 5 1 , U g U

Application for Pesticide - Section |

1. Company/Product Number : 2. EPA Product Manager 3. Proposed Classification
11556-115 ‘| George T. LaRocca
N 3
4. Company/Product (Name) PME : ’ : D one E] Restricted
- Co-Ral Fly and Tick Spray 13
5. Name and Address of Applicant finclude ZIP Cods) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)

Bayer Corporation

Agriculture Division, Animal Health {b){i), my product is similar or identical in composition and labeling

PO Box 390 to:
Shawnee Mission, KS 66201~0390 EPA Reg. No.
D Check if this is a new address Product Name

Section - i1

Amendment - Explain below. Final printed labels in response to
Agency lettar dated

D Resubmission in response to Agency letterdated D *"Me Too" Application.

‘ D Notification - Explain below. D Other - Explain below. L

Explanation: Use additional page(s) if necessary. (For section | and Section 11.)

See Attached

Section - llI

1. Material This Product Will Ba Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
B Yeos® B Yeos B Yes Motal
Plastic
No | No No Glass
> . if "Yes" No. per If "Yes* No. per ] Paper
¢ Certlﬁc_atlon must Unit Packaging wgt. container Package wgt container Other (Specify)
be submitted | :
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Labe! Directions
- On Label . :
D Label D Container . . On Labeling accompanying product
6. Manner in Which Labe! is Affixed to Product l';;lthogniphd T D Other Co )
aper glue
Stenciled

Section - IV

1. Contact Point {Complate items directly balow for idantification of individual to be contacted, if nacassary to pracess this application.)

Neme Titte Manager, Telophone No. (Include Area Code}
F. T. McNamara . Preclinical Development (913) 268-2588
Certification 6. Date Application
| certify that the statements | have made on this form and all ettachments thereto are true, accurate and complete. Received
| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or {Stamped)
both under applicable law. . - K
2. Slgnature ' 3. Tide
—f7 J %M Manager, Preclinical Development
4. Typed Neme 5. Dete
F. T. McNamara /};c }%

EPA Form 8570-1 {Rev. 8-34] Previous editions are obsolets. White - EPA Flle Copy (originall  Y§Qw - Applicant Copy




Application for Pesticide
OPP No. 251090
Amendment for Co-Ral Fly and Tick Spray (EPA Reg. No. 11556-115)

Enclosed for Agency acceptance are five (5) copies of draft labeling (dated 1/16/98) for
Co-Ral Fly and Tick Spray, EPA Reg. No. 11556-115. The enclosed draft labeling is
identical to the labeling accepted by the Agency in an October 29, 1998 letter with only
two changes.

The first change is a change in the product name from Co-Ral Livestock Insecticide
Spray to Co-Ral Fly and Tick Spray. This change was effected by notification (EPA
Identifier No. 251089) on January 13, 1998 as per PR Notice 95-2, and approved by the
Agency (letter dated January 21, 1998).

The second change is the nominal percent active ingredient has been changed from 5.8%
to 6.15%, and the inert ingredients have been changed from 94.2% to 93.85%. These
new percentages are the same as those listed on the current CSF (attached) which was
accepted by the Agency in Notice of Pesticide Registration dated July 21, 1994,

Subsequently, Bayer Corporation received a review (dated January 5, 1998) for the
Confidential Statement of Formula (CSF) for Co-Ral Livestock Insecticide Spray (EPA
Reg. No. 11556-115). The CSF was deemed unacceptable since the percent active
ingredient on the CSF did not agree with the percent active on product label. The
nominal percent active ingredients on the CSF and product label were technically correct
since they both fall within the upper and lower limits set forth in the CSF, and have been
accepted in the past by the Agency.

To resolve this, on January 15, 1998, Greg Gagliano, Bayer scientific and regulatory
specialist, contacted Linda DeLuise of your staff for guidance. Ms. DeLuise agreed that
while the percent active ingredient was technically correct, it would be in clearer for
everyone if the percentage stated on the product label (the nominal concentration)
matched the percentage stated in column 13.b on the CSF. Thus, the enclosed draft
labeling reflects this.

As the proposed action does not require any new data review, we anticipate the Agency
will expeditiously accept the enclosed draft labeling.

x:linda\epadoc\gggeap22.doc 1/26/98
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Please read instructions on reverse before completing form.
P United States

7
3 .

Washington, DC 20460

Environmental Protection Agency X

Form Approved. OMB No. 2070-0080. Approval expires 05-31-9

Application for Pesticide - Section |

Regi'stratl'dn OPP Identifier Number
Amendment U
Other 25'34382

1. Company/Product Number

11556~115

2. EPA Product Manager 3. Proposed C{éssiﬁcatjon .

4. Company/Product (Neme) Co—-Ral (coumaphos)
Livestock Insecticide Spray

PM#

D None D Restn‘gted

S. Name and Address of Applicant (/nc/ude ZIP Cods)
Bayer Corporation
Agriculture Division, Animal Health
PO Box 390

Shawnee Mission, KS 66201-0390
D Check if this is a new address

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
{bl){i), my product is similar or identical in compasition and labeling
to: - :

EPA Reg. No.

Product Name

Section - I

Amendment - Explain below.

D Resubmission in response to Agency letter dated

D Notification - Explain below.

Final printed labels in response to
Agency letter dated

D "Me Too" Application.

D Other - Explain below.

See Attachment

Explanation: Use additional page(s) if necessary. {For section | and Section I1.)

Section - Il

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2..‘ Type of Container
B Yes® B Yes B Yes Metal
Plastic
No | No No Glass
. . If "Yes” No. per If "Yes” No. per Paper
* Certification must | i i i i ;
! t Packaging wgt. container Package wgt container Other (Specify)
be submitted | pecify
3. Location of Net Contents Information 4, Size{s) Retail Container S. Location of Label Directions
: ‘ On Label : .
D Label D Container On Labeling accompanying product .
6. Manner in Which Label is Affixed to Product Lithograph D Other
’ Paper glued
| ___IStenciled

Section - IV

1. Contact Point (Comp/ete items directly below for identification of individual to be contacted, if necessary, to process this application.]

Name

F. T. McHamara

Title Blochemistry & Pesticide
Registrations Manager

Telephone No. {Include Area Code)
(913) 268-2588

Certification

both under applicable taw.

| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete.
| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or

8. Date Application
Raceived

{Stamped)

F. T. MMcNamara

>. Signature —~ - 3.Tite Biochemistry & Pesticide
7 Y, ¢/77 f)/} Registrations Manager
AT A e L lasrate
4. Typed Name 5. Date

October 3, 1997

EPA Form 8570-1 (Rev. 8-34) Previous editions ere obsolete.

White - EPA File Copy (original) YeRbw - Applicant Cop




ATTACHMENT FOR OPP #253402
APPLICATION FOR PESTICIDE AMENDMENT

Enclosed for Agency acceptance are 5 copies of draft labeling, dated 10/3/97, for Co-Ral
(coumaphos) Livestock Insecticide Spray, EPA Reg. No. 11556-115. The enclosed draft labeling
is based on the label which the Agency accepted on 7/21/94 with the changes detailed below.
The proposed label changes enclosed with this submission are based on EPA comments in a
CBRS 11/15/94 memorandum and the 8/96 Reregistration Eligibility Decision (RED).

Specifically, the following are the changes from the 7/21/94 accepted labeling:

1) The enclosed draft labeling reflects our corporate name change from Miles Inc. to
Bayer Corp. '

2) Previous labeling contained the following statement under the Protective Clothing Statement
section:

“USE ONLY WHEN WEARING THE FOLLOWING PROTECTIVE CLOTHING
AND EQUIPMENT DURING MIXING/LOADING, APPLICATION, REPAIR
AND CLEANING OF MIXING, LOADING AND APPLICATION EQUIPMENT,
DISPOSAL OF THE PESTICIDE; long-sleeved shirt and long-legged pants;
chemical resistant gloves; chemical resistant shoes (or chemical resistant shoe covers
or chemical resistant boots). In addition, mixers/loaders and dip vat tank workers
must wear a chemical resistant apron and face shield or goggles and a NIOSH/MSHA
approved respiratory protection device.”

With the enclosed draft labeling, we are proposing to revise this statement using the
statement required by the RED which includes the glove statement established for
coumaphos in Supplement Three of PR Notice 93-7. The proposed statement reads as
follows:

“Applicators and other handlers must wear long sleeve shirt, long pants, chemical-
resistant gloves such as barrier laminate or butyl rubber > 14 mils, shoes plus socks.”

“Users should wash hands before eating, drinking, chewing gum, using tobacco, or
using the toilet. Users should remove clothing immediately if pesticide gets inside.
Then wash thoroughly and put on clean clothing.”

J:users\linda\epadoc\GGEPA18.DOC Page 1 of 4 10/3/97
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ATTACHMENT FOR OPP #253402

“Users should remove personal protective equipment immediately after handling this -
product. Wash the outside of gloves before removing. As soon as possible, wash
thoroughly and change into clean clothing. Follow manufacturer’s instructions for
cleaning/maintaining personal protective equipment. If no such instructions for
washables, use detergent and hot water. Keep and wash personal protective
equipment separately from other laundry.”

3) On the enclosed draft labeling, we have deleted all recommendations for control of
screwworms on cattle and horses by spray applications.
4) Previous labeling contained the following statement for cattle under the Remarks section for
the Horn Flies and Lice use pattern:
“Repeat as necessary.”
With the enclosed draft labeling, we are proposing to revise this verbiage in the following
. manner:
“Treat no more than six times per year. Do not make applications less than 10 days
apal't.”
5) Previous labeling contained the following statement for cattle under the Remarks section for
the Ticks use pattern:
“Repeat as necessary.”
With the enclosed draft labeling, we are proposing to revise this verbiage in the following
manner:
“Treat no more than six times per year. Do not make applications less than 10 days
® e
6) Previous labeling contained the following statement for lactating dairy cattle under the
Remarks section for the Lice use pattern: ‘
“Repeat as necessary.”
With the enclosed draft labeling, we are proposing to revise this verbiage in the following
manner:
“Treat no more than six times per year. Do not make applications less than 10 days
apart.”
I:users\linda\epadocA\GGEPA18.DOC Page 2 of 4 10/3/97
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ATTACHMENT FOR OPP #253402

’

7) Previous labeling contained the following statement for horses under the Remarks section
for the Horn Flies and Lice use pattern:

“Repeat as necessary.”

With the enclosed draft labeling, we are proposing to revise this verbiage in the following
manner:

“Treat no more than six times per year. Do not make applications less than 10 days
apart.”

8) Previous labeling contained the following statement for horses under the Remarks section
for the Ticks use pattern:

“Repeat as necessary.”

With the enclosed draft labeling, we are proposing to revise this verbiage in the following
manner:

“Treat no more than six times per year. Do not make applications less than 10 days
apart.”

9) Previous labeling contained the following statement for swine under the Remarks section for
the Lice use pattern:

“Repeat as necessary.”

With the enclosed draft labeling, we are proposing to revise this verbiage in the following
manner:

“Treat no more than six times per year. Do not make applications less than 10 days
apart.”

10) The following section and statement has been added to the label under the Directions for
Use in accordance with the RED:

“Entry Restriction: Do not contact treated animals until their coats are dry.”

11) The following statements have been added to the label under the Use Restrictions section in
accordance with the RED:

J:users\linda\epadoc\GGEPA18.DOC Page 3 of 4 10/3/97
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'ATTACHMENT FOR OPP #253402

“Do not apply this product in a way that will contact workers or other persons, either -
directly or through drift. Only protected handlers may be in the area during
application.”

“Individuals must limit the number of animals they treat per day with hand held
sprayers to no more than 100, if the animals are treated at the maximum label rate,
200 if they are treated at /2 maximum label rate, etc.”

12) The following statements have been added to the label under the Environmental Hazards
section in accordance with the RED:

“Coumaphos washed off of wading treated livestock may be hazardous to aquatic
organisms. Do not contaminate water when disposing of equipment washwater or
rinsate.”

13) The following section and statements have been added to the label in accordance with the
RED with the exception that the term “feed bunk” replaces “drinking cup” as specified on
the RED because drinking cups are not used for cattle. In addition, the words “or drink”
were added for clarity.

“Premise Precautions: Do not spray in a confined, non-ventilated area. Do not treat
areas such as feed bunks, mangers, or troughs where livestock feed or drink. Do not
contaminate water, food, feedstuffs, food or feed handling equipment, or milk or meat
handling equipment.”

Please note, the proposed revisions in the use directions do not add any uses (animals or pests);
do not increase any use rates; and are more restrictive than the currently registered use directions
which permit “Repeat as necessary” applications.

As all, except one, of the proposed modifications in the enclosed labeling were Agency
requested, and as none of the proposed modifications require data review, we anticipate ready
Agency acceptance of the proposed labeling.

Included with this application are two completed and signed “Certification with Respect to
Citation of Data” forms indicating the General Offer to Pay although all data cited in EPA’s
September, 1989 “Registration Standard (Second Round Review) for the Registration of
Pesticide Products Containing Coumaphos as the Active Ingredient,” are Bayer (formerly Miles,
Mobay and Bayvet) data or public literature data.

J:users\linda\epadoc\GGEPA18.DOC Page 4 of 4 10/3/97
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Reason to Issue:  To propose changes in accordance Date: 10/3/97
with the RED Supersedes: 7/7/94
Page 1 of 8
(Front Panel)
Co-Ral®
(coumaphos)

LIVESTOCK INSECTICIDE SPRAY

For Control of Hom Flies, Face Flies, Lice and Ticks

Percent
by Weight
Active Ingredient:
0,0-Diethyl 0-(3-chloro-4-methyl-2-ox0-2H-1-benzopyran-7-yl)
phosphorothioate . . . . ... .. ... ... ........... 5.8%
Inert Ingredients*: . . . . . ... ... ... ... ... 94.2%
Total . . . . . . 100.0%

*Contains aromatic petroleum distillates.

This product contains 0.25 1b 0,0-Diethyl 0-(3-chloro-4-methyl-2-ox0-2H-1-benzopyran-
7-yl) phosphorothioate per half gallon.

EPA Reg No. 11556-115 EPA Est. No. 11556-KS-1

KEEP OUT OF REACH OF CHILDREN
WARNING

SEE BACK AND SIDE PANELS FOR STATEMENTS OF PRACTICAL
TREATMENT AND OTHER PRECAUTIONARY STATEMENTS

NET CONTENTS: 1.892 L (0.50 gallon)

Bayer Corporation
Agriculture Division
Animal Health
P.O. Box
Shawnee Mission, Kansas 66201 U.S.A.

J:users\linda\labelsp\GGGO0008.1ab
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Reason to Issue:  To propose changes in accordance Date: 10/3/97

with the RED Supersedes: 7/7/94
Page 2 of 8

(Side Panel)

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. Causes
moderate eye irritation. Avoid contact with skin, clothing or eyes. Wash thoroughly with
soap and warm water after handling. Wash contaminated clothing with soap and hot
water before use.

If swallowed:

If inhaled:

If on skin:

If in eyes:

To Physician:

STATEMENTS OF PRACTICAL TREATMENT

Call a physician or Poison Control Center immediately. If possible,
vomiting should be induced under medical supervision. Drink one or two
glasses of water and induce vomiting by touching the back of throat with
finger. Do not induce vomiting or give anything by mouth to an
unconscious person.

Remove victim to fresh air. Apply artificial respiration if indicated. Get
medical attention if victim displays signs of poisoning.

Remove contaminated clothing and wash affected areas with soap and
water. Get medical attention if irritation appears.

Flush eyes with plenty of water. Call a physician immediately..
Atropine sulfate by injection is antidotal. Repeat as necessary to the point

of tolerance. 2-PAM is also antidotal and may be administered in
conjunction with atropine.

J:users\linda\labelspr\GGGO0008.1ab
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Reason to Issue:  To propose changes in accordance Date: 10/3/97
with the RED Supersedes: 7/7/94
Page 3 of 8

(Side Panel)

ENVIRONMENTAL HAZARDS

This pesticide is toxic to birds, fish and aquatic invertebrates. Do not apply directly to
any body of water. Coumaphos washed off of wading treated livestock may be hazardous
to aquatic organisms. Do not contaminate water when disposing of equipment washwater
or rinsate.

Premise Precautions: Do not spray in a confined, non-ventilated area. Do not treat
areas such as feed bunks, mangers, or troughs where livestock feed or drink. Do not
contaminate water, food, feedstuffs, food or feed handling equipment, or milk or meat
handling equipment.

LIMITED WARRANTY AND
LIMITATION OF DAMAGES

Bayer Corporation, Agriculture Division, Animal Health warrants that this material
conforms to the chemical description on the label. BAYER CORPORATION MAKES
NO OTHER EXPRESS OR IMPLIED WARRANTY, INCLUDING ANY OTHER
EXPRESS OR IMPLIED WARRANTY OF FITNESS OR MERCHANTABILITY, and
no agent of Bayer Corporation is authorized to do so except in writing with a specific
reference to this warranty. Any damages arising from a breach of this warranty shall be
limited to direct damages and shall not include consequential commercial damages such
as loss of profits or values, etc.

Co-Ral is a Reg. TM of the parent company of Bayer Corporation

DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its
labeling.

Co-Ral Livestock Insecticide Spray mixes easily with water to from an emulsion which is

easily applied with ordinary spray equipment. One spray treatment is highly effective for
control of flies, lice and ticks and provides residual control.

J:users\linda\labelspr\GGG0008.1ab
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Reason to Issue:  To propose changes in accordance Date: 10/3/97
with the RED Supersedes: 7/7/94
Page 4 of 8
(Side Panel)

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects
reappear and constitute a problem.

Backrubber Application for Horn Flies and Face Flies: Co-Ral Livestock Insecticide
Spray is ideal for backrubber application. When properly mixed and applied, effective
control of horn flies and face flies will be achieved. Best control is obtained when
backrubbers are strategically located and properly treated. No. 2 furnace oil (fuel oil) or
No. 2 diesel fuel oil is recommended for mixing with Co-Ral Livestock Insecticide Spray
for use in backrubbers. Use of other oils may result in sludge formation that will prevent
proper distribution in the reservoir-type backrubber.

Entry Restriction: Do not contact treated animals until their coats are dry.
PROTECTIVE CLOTHING STATEMENT

Applicators and other handlers must wear long sleeve shirt, long pants, chemical-resistant
gloves such as barrier laminate or butyl rubber > 14 mils, shoes plus socks.

Users should wash hands before eating, drinking, chewing gum, using tobacco, or using
the toilet. Users should remove clothing immediately if pesticide gets inside. Then
wash thoroughly and put on clean clothing.

Users should remove personal protective equipment immediately after handling this
product. Wash the outside of gloves before removing. As soon as possible, wash
thoroughly and change into clean clothing. Following manufacturer’s instructions for
cleaning/maintaining personal protective equipment. If no such instructions for
washables, use detergent and hot water. Keep and wash personal protective equipment
separately from other laundry. :

NOTICE TO VETERINARIANS: If the proper dosage of Co-Ral Livestock Insecticide
Spray has been applied and adverse reactions, such as bloat, excessive salivation and
posterior paralysis occur, it is highly probable that a host parasite reaction exists.
Administer symptomatic treatment. Anti-inflammatory agents may be helpful. If
necessary, relieve bloat by trocarization, as a stomach tube may traumatize a severely
swollen esophagus. Do not administer atropine, as it is contraindicated in host parasite
reactions. If toxicity should occur as a result of gross overdosage, atropine by injection is
antidotal.

J:users\linda\labelspr\GGG0008.1ab
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Reason to Issue:  To propose changes in accordance Date: 10/3/97
with the RED Supersedes: 7/7/94
Page 5 of 8

(Side Panel)

USE RESTRICTIONS
For external insecticidal use only on specified animals.

Do not apply as a spray at rates above 1 quart of Co-Ral Livestock Insecticide Spray per
50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of
freshening. If freshening should occur within the interval after spraying, do not use milk
for human food for balance of 14 day interval.

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months
old.

Do not spray animals for 10 days before or after shipping or weaning or after exposure to
contagious and infecting diseases.

Do not spray in a confined, non-ventilated area.

Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneously
or within a few days before or after treatment or exposure to cholinesterase-inhibiting
drugs or pesticides. Atropine by injection is antidotal. Consult veterinarian at the first
sign of adverse reaction.

Do not apply this product in a way that will contact workers or other persons, either
directly or through drift. Only protected handlers may be in the area during application.

Individuals must limit the number of animals they treat per day with hand held sprayers
to no more than 100, if the animals are treated at the maximum label rate, 200 if they are
treated at 2 maximum label rate, etc.

J:users\linda\labelspr\GGG0008.1ab
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Reason to Issue:  To propose changes in accordance Date: 10/3/97
with the RED Supersedes: 7/7/94
Page 6 of 8
(Back Panel)

RECOMMENDED APPLICATIONS

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL LIVESTOCK
INSECTICIDE SPRAY PER 50 GALLONS OF WATER. FOR LACTATING DAIRY
CATTLE DO NOT APPLY MORE THAN 1 QUART OF CO-RAL LIVESTOCK
INSECTICIDE SPRAY PER 50 GALLONS OF WATER.

OUNCES
QUARTS PER
PER 4
50 GALLONS
GALLONS OF

ANIMAL | PARASITE | OF WATER | WATER | REMARKS

Beefand | Horn Flies 2 5 SPRAY TREATMENTS:
Non- Lice Apply specified dosage for
Lactating a complete wetting to run-off.
Dairy Ticks 4 10 Treat no more than six times
Cattle per year. Do not make
applications less than 10 days
apart.
Lactating | Lice 1 2% SPRAY TREATMENT(S):
Dairy Flies Apply specified dosage for a
Cattle complete wetting to run-off.

Treat no more than six times
per year. Do not make
applications less than 10 days
apart.

J:users\linda\labelspr\GGG0008.1ab
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Reason to Issue:  To propose changes in accordance Date: 10/3/97
: with the RED Supersedes: 7/7/94
Page 7 of 8
(Back Panel)
ANIMAL PARASITE REMARKS
Backrubber | Homn Flies Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil
for Beefand | Face Flies or No. 2 diesel fuel (or 9 % oz Co-Ral per gallon) .
Lactating Saturate the fiber portion of the backrubber with this
Dairy Cattle mixture. Place the backrubber where animals

congregate or travel regularly. For dairy cattle
suspend at a height that will prevent straddling.
Resaturate backrubber as needed. NOTE: For most
effective face fly control the rubber should be
constructed so as to permit the animal to rub its face.
No interval is required between treatment and
slaughter or use of milk.

QUARTS | OUNCES
PER PER
50 4

GALLONS | GALLONS

ANIMAL PARASITE | OF WATER | OF WATER | REMARKS

Horses Horn Flies 2 5 SPRAY

Lice TREATMENT(S): Apply
(Not intended specified dosage for
for slaughter) complete wetting,.

Ticks 4 10 Treat thoroughly all

wounds and injuries.
Treat no more than six
times per year. Do not
make applications less
than 10 days apart.

(Continued)
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Reason to Issue:

To propose changes in accordance

Date: 10/3/97

with the RED Supersedes: 7/7/94
Page 8 of 8
(Back Panel)
QUARTS OUNCES
PER PER
50 4
GALLONS | GALLONS
ANIMAL PARASITE | OF WATER | OF WATER | REMARKS
Swine Lice 2 5 SPRAY
TREATMENT(S): Apply
specified dosage for a
complete wetting to run-
off. Treat no more than
six times per year. Do
not make applications less
than 10 days apart.
STORAGE AND DISPOSAL

Do not contaminate water, food or feed by storage or disposal.
STORAGE: Do not allow to freeze. Keep from extreme heat.

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot
be disposed of by use according to label directions, contact your State Pesticide or
Environmental Control Agency or the Hazardous Waste representatlve at the nearest EPA
Reglonal Office for guidance.

Container Disposal: Triple rinse (or equivalent). Then offer for recycling or

reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if
allowed by state and local authorities, by burning. If burned, stay out of smoke.

J:users\linda\labelspr\GGG0008.lab
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Py . United States Form Approved
\"IEm Environmental Protection Agency. | OMB No. 2070-0060
Washington, DC 20460 ' Approval Expires 02-28-:
Certification _ with Respect to Citation of Data L

~LApplicants Name and Address EPA File Symbol/Registration Number 11556-115
Bayer Corporation . - -
Agriculture Division, Animal Health Peoduct Name CO—Ral (coumaphos) Livestock
PO Box 390 -+ TInsecticide Spray

Shawnee Mission, KS 66201-0390 Dato of Application ~ October 3, 1997

NOTE: it your product is a 100% repackaging of another EPA-registered product that you purchase, and is labeled
for the same uses, you do not need to submit-this form. You must submit the Formulator's Exemption Statement (EPA
Form 8570-27). - '

1. Thisapplication is supported by all data submitted or cited in the application. Inaddition, if cite-all options are
indicated, this application is supported by all datain the Agency's files that concern the properties or effects of this
product that is identical or substantially similar and that is one of the types of data that would be required to be
submitted if this application sought the initial registration of a product of identical or similar composition and
intended uses under the data requirements in effect on the date of approval of this application. (Check the appropriate
boxes, initems 2 and 3. or 4 below that pertain to your application.)

I certify that, for each study cited in support of this application for registration that is an exclusive use study.

2.
l ! [ am the original submitter*; or
[ | I have obtained the written permission of the original submitter for . whichis
(insert name of chemical)
(for multiple chemicals link the companies who are original data submitters
(insert names of companies) -
with the appropriate chemical name) to cite that study*
3. [lcertify that, for each study cited in support of this application for registration that is not an exclusive usc study;
a.l 1 [ am the original data submitter*; or
' | [ have obtained the written permission of the original data submitter for , whichis
' (insert name of chemical)
(for multiple chemicals link the companies who are original data submitters
(insert names of companies)
with the appropriate chemical name) to cite that study*; or
b.| | 1havenotified in wTiting the companies for that
(insert names of companies) (insert name of chemical)
have submitied data I havecited to support this application and have offered to: (a) Pay compensation for
those data in accordance with section 3(c)(I)(F) and3(c)(2)(D) of the Federal Insecticide, Fungicide and
Rodenticide Act (FIFRA); and (b) Commence negotiations to determine which data are subject to the
compensation requirement of FIFRA and the amount and terms of compensation due, if any. The companies
I have notified are:
. Companies for (for multiple
i (insert names of companies) ) (insert name of chemical) T
i chemicals link the companies who are original data submitters with the appropriate chemical name)
; listed on the Pesticide Data Submitters List for all active ingredients contained in my product
(cite-all method or cite-all option under Selective Method*). (Also, sign the General Offer
Statement below.)
Companies for (for multiple
(inscrt names of companies) (insert name of chemical)
chemicals link the companies who are original data submitters with the appropriate chemical name)
that have submitted .the studies which [ havecited (Selective method*).
4, l l I certify that for each study cited in support of this application I am not required to offer datacompensation or
obtain written permission because all time periods for exclusive use and data compensation have expired.
* A Data Matrix identifying these studies is attached. (Note: a Data Matrix is not required under the cite-all method)
—: Signature Name and Title Date

Ceneral Offerio Pay: 1hereby offer and agree to pay compensation to othér persons, with
/ regard to the approval of this application, 1o the extent required.

- ya
Si F. T. McNamara, BiochemlSTry &
_:atgnaluve/}/éﬂ/ p'/’ Name and Title Pésticide R_egiétrations Manager Date Octoher 3? 1997

ra r o P
—=PA Form 6570-59 (Rev. 5-94} Electronic and Paper versions
—==cceptable.
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Attachment 5

9 1] UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
o
<

‘@‘Aﬂ WASHINGTON, D.C. 20460
&

INESS
CONFIDENTIAL e g\TA\N NATIONAL OFFICE OF
DOES NOT'_ Rﬁ\ ATION (.. 12356) PREVI DN, PESTICIDES AND
MEMORANDUM SECURITY INFO Tune> SUBSTANCES
Subject: EPA Reg. #: 11556-RRL; Co-Ral Livestock
Insecticide Spray

To: George Larocca, PM # 13 Attn: Linda Arrington
Insecticide-Rodenticide Branch
Registration Division (7505C)

FROM: David L. Ritt~~, Toxicologist -g-
Precautionary ..eview Section (D"Q ©-9-9 -
Registration Support Branch
Registration Division (7505W)

THRU: : Thomas C. Ellwanger, Jr., Ph.D., Section Head .
Precautionary Review Section . LG
Registration Support Branch 77&&A47' U
Registration Division (7505W) T C‘Q

¢ & 1yt
Registrant: Miles Inc. v Y
Agriculture Division
Animal Health Products
Box 390
Shawnee Mission KN 66201

FORMUIATION FROM IABEL:

Active Ingredient(s): $ by Wt.
0,0-Diethyl O-(3-chloro-4-methyl-
2-oxo-2H-1-benzopyran-7-yl)

phosphorothioate ......cciieiieenccccnss 6.15%
Inert Ingredient(s): .cccceeeccercnse ceeses _93.85%
Total .evecceccans ceseo e teeessesess 100.00%

Action Requested:

1. Review acute oral toxicity studies.

2. Comment on precautionary labeling.

(72) Recycled/Recyclable
Printed with S0 'a lnk on paper tha:
%8 contains at bmw fiver




Attachment 5

Background:

Miles is submitting these two acute oral toxicity studies in rats
in order to support a new formulation that has one half the AI of
the original registration. The original product containing 11.6%
Al was rated as a Restricted Use pesticide in the Registration
Standard Second Round Review of September 1989 based on its acute
oral toxicity (TOX Category I).

The proposed new formulation is a variation on #11556-23, Co-Ral
Emulsifiable Livestock Insecticide. The registrant was informed
in a meeting with HED on 11/29/90 that this was a new product and
new acute oral toxicity data would be needed to support it. He
will use the data developed for the original formulation (EPA
Reg. # 11556-23) to support registration of the new formulation
(EPA Reg. # 11556-RRL). See the Confidential attachment for a
comparison of the two formulations.

1. Data Review:

The acute oral studies have been reviewed and the.  DERs are
appended. MRID # 428498-01 showed an LDs, of 395 mg/kg in
females; TOX Category II. MRID # 431025-01 showed and LD,
of 495 mg/kg in females, TOX Category II. Both studies
are classified CORE Guideline.

These data results support removing the Restricted Use label
provisions by moving the product from TOX category I to TOX
Category 1II.

Additional acute data submitted in support of EPA Reg. #
11556-23 (11.6*% AI) are being cited in support of the new
registration. These were reviewed in the R. Zendzian -
memorandum of 11/17/82 which are summarized here:

Acute Toxicity Data Requirements (40 CFR §158.340).
Pesticide Assessment Guidelines, Subdivision F. Hazard Eval-

uation: Human and Domestic Animals. (1982; revised 1984).

Data Toxicity Classi-
Required . MRID # Category fication
Acute Oral (§81-1) acc. # 248200 I M
Acute Dermal (§81-2) " IIT M
Acute Inhal. (§81-3) " III=* G
Eye Irr. (§81-4) " IIT M
Dermal Irr. (§81-5) " III M
Dermal Sens. (§81-6) " Non-Sens. M

* An examination of the study (Mobay # 81-041-16) showed
that the LC;, for males was 1300 mg/m®; for females it was
795 mg/m®, placing the study in TOX category III (> 0.5 -
5.0 mg/l).
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Attachment 5

Recommendation(s):

Removal of the "Restricted Use" classification is
appropriate based on a reduction in the amount of AI in the
formulation from 11.6 % AI to 6.15% AI, and new acute oral.
toxicity data which support a TOX Category II (LDs, between
50 mg/kg and 500 mg/kg in female rats).

According to HED this formulation is considered to be a new
registration, and new acute oral data would be required.

Additional acute toxicity studies are not needed for the
new formulation because data submitted in support of the
original formulation likewise support the new registration.
We have summarized this data base here and offer comments
on the individual studies: :

Current Toxicity Data Base for 11556-23

Acute Dermal (§81-2) III M LDs, > 3000 mg/kg
Acute Inhal. (§81-3) IIT G ILCs, 0.795 mg/l

Eye Irr. (§81-4) III M Cleared* by day 7.
Dermal Irr. (§81-5) III M n o on

Dermal Sens. (§81-6) Non-Sens. M

Acute dermal study is not needed because the modest increase
in percentP
would not be expecte O produce an LDs, sufficiently low to
change the TOX category. Moreover, registrant was not told
this study would be needed at the HED meeting.

Acute inhalation study is not needed because the original
HED TOX rating of TOX II was in error and should have been
TOX III. Moreover, the LCs; of 0.795 mg/l is on the low
side of the TOX III range; a cut of 50% AI would not likely
produce a TOX IV LC,, rating. Moreover, registrant was not
told this study would be needed at the HED meeting.

Eye irritation study is not required because irritation
effects were reported to be mo i Thus
the modest increase in percent%
I oulc not be expected to produce an
irritancy sufficiently low to change the TOX category.
Moreover, registrant was not told this study would be needed

at the HED meeting.

Dermal irritation study is not required because effects had

vanished by day 3. Thus, the modest increase in percent
I N ould not be
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expected to produce an irritation index sufficiently low to
change the TOX category. Moreover, registrant was not told
this study would be needed at the HED meeting.

Dermal sensitigation study is not needed because the
components of the new formulation are the same as those in

the original formulation. Moreover, registrant was not told
this study would be needed at the HED meeting.

Precautionary Labeling Review:
Signal Word: Acceptable

Precautionary Statements:

After the sentence, "Avoid contact ... eyes.", insert the
following sentence: "Causes moderate eye irritation".

Statements of Practical Treatment:

If on 8kin: Add the following: "Get medical attention.
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DATA EVALUATION RECORD FOR ACUTE ORAL TOXICITY TESTING §81-1
Product Manager (PM): 13 EPA Reqg. No.: 11556~RRL
Reviewer: David L. Ritter, Toxicologist DLO\S-_L_QLI
MRID No.: 428498-01

Testing Laboratory: Miles Inc.
Toxicology

17745 South Metcalf
Sstillwell, KN 66085-9104

Title Of Report: Acute Oral Toxicity Study with Coumaphos 6.15%
(CO~-RAL®) in Rats.

Date of Report: 11/2/92
Lab. No.: 92-012-PL (Miles # 103294)
~Author(s): A.B. Astroff & L.L. Hagen
Species: Sprague Dawley rat  Sex: 20M + 20F
Wt.: M: 174 -211 gm; F: 160 - 186 gm
Source: Sasco, Inc., St. Louis, MO.
Test Material: CO-RAL Livesock Insecticide Spray (LIS)

Dosage: See below.

Quality Assurance (40 CFR, Section 160.12): Acceptable

Summary:

LDs, Males = 1477 mg/kg
LDs, Females = 395 mg/kg

TOX Category: II; LDs, between 50 mg/kg and 500 mg/kg
(females).

Core Clasgification: Guideline

Procedure (Deviatjon From Series 81-1):

Standard laboratory animal husbandry and GLP were observed.

Animals were weighed initially, on day 7 and at termination.
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Test Article Administration:

Test Article was administered by gavage in 0.5% aqueous methyl
cellulose to groups of 5M or 5F each at doses listed here:

Males mg/kq Females ma/kg
0 ' 0
889 89
1870 271
2870 471

Animals were observed twice daily on weekdays and once daily
on weekends for fourteen days for mortality and signs of
toxicity.

Animals dying during the observation period and those surviving to
termination were subjected to gross necropsy.

Results:

Body weight gain decreased from day 0 thru 7 with recovery apparent
by day 14 in the survivors. '

Signs of toxicity included ataxia, tremors, torpor, fasciculations,
salivation and staining.

REPORTED MORTALITY

DOSAGE MALES FEMALES COMBINED
MG/KG No.Dead/No. | No. Dead/No. | No. Dead/No.
Exposed Exposed Exposed

89 0/5 0/5
271 0/5 0/5
471 4/5 4/5

LD;, Males 1477 mg/kg
LD;;, Females = 395 mg/kg

Necropsy revealed no lesions attributable to treatment.
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DATA EVALUATION RECORD FOR ACUTE ORAL TOXICITY TESBTING §81-1
Product Manager (PM): 13 EPA Reg. No,: 11556-RRL
Reviewer: David L. Ritter, Toxicologist
MRID No.: 431025-01

i atory: Miles Inc.
Toxicology
17745 South Metcalf
Stillwell, KN 66085-9104

Title Of Report: Acute Oral Toxicity Study with CO-RAI? Livestock
Insecticide Spray in Rats.

Date of Report: 1/25/94

Lab. No.: 93-012-WT (Miles # 103294-02)

Author(s)} M.A. Zorbas

Species: Sprague Dawley rat Sex: 40M + 40F
Wt.: M: 169 -228_gm; F: 145 - 180 gm

Source: Sasco, Inc., Omaha NB.

Test Material: CO-RAL Livesock Insecticide Spray

Dosage: See below.
Quality Assurance (40 CFR, Section 160.12): Acceptable

Summary:

LDs; Males = 1011 mg/kg
LDs, Females = 495 mg/kg

TOX Cateqorv:A II; LDy, between 50 mg/kg and 500 mg/kg
(females) .

Core Classification: Guideline

Procedure (Deviation From Series 81-1):

Standard laboratory animal husbandry and GLP were observed.

Animals were weighed initially, on day 7 and at termination.
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Test Article Administration:

Animals were fasted overnight before dosing. Test Article wvas
administered by gavage in 0.5% methyl cellulose and 0.4% Tween
80 in deionized water to groups of 5M or SF each at doses
listed here:

o

Males ma/kg Females ma/kg

0 0

486 94.3

627 270

946 486

1490 571

1930 686

2800 735

Animals were observed twice daily on weekdays and once daily
on weekends for fourteen days for mortality and signs of

toxicity. .

Animals dying during the observation period and those surviving to
termination were subjected to gross necropsy.

Results:

Body weight gain increased from day O through 14 in the male
survivors in the 486, 627 and 946 mg/kg groups. Surviving males in
the 1490 mg/kg group lost weight initially but regained some weight
in the later days of the observation period. This pattern was
repeated in the females.

Signs of toxicity included ataxia, torpor, fasciculations,
salivation and oral, nasal and ano-genital staining. Convulsions
in females was also reported. :
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REPORTED MORTALITY

DOSAGE MALES DOSAGE FEMALES
MG/KG No.Dead/No. | N MG/KG No. Dead/No.
Exposed Exposed
0.0 0/10 0.0 0/10
486 0/5 94.6 0/5
627 2/5 270 0/5
946 2/5 486 1/5
1490 4/5 571 5/5
1930 5/5 686 5/5
2800 5/5 735 5/5
LD;, Males = 1011 mg/kg
LD,, Females 495 mg/kg

Necropsy revealed no lesions attributable to treatment.
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ACUTE TOX ONE-LINER
1. PC CODE: 036501; Coumaphos
2. CURRENT DATE: 4/22/94
3. TEST MATERIAL: Co-Ral Livestock Insecticide Spray

4. EPA Reg. #: 11556-RRL

Study/Species/Lab/ MRID No. Results Tox. Core
Study#/Date Cat. Grade
Acute oral/Rat/Miles | 428498-01 | LD;, M = 1477 mg/kg II1 G
/92-012-PL/11/2/92 LDs, F = 395 mg/kg
Acute oral/Rat/Miles | 431025-01 LD, M = 1011 mg/kg I1 G
/92-012-PL/11/2/92 LDy, F = 495 mg/kg .
Core Grade Key: Pu s=-9 Y
G = Guideline
M = Minimum
S = Supplementary
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CONFIDENTIAL ATTACHMENT
EPA Reg. # 11556-RRL; Co-Ral Livestock Insecticide Spray

Discussion of Inert Ingredients.
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The registrant is basing support for the subject formulation on
toxicity data obtained from the previous formula. Specifically,
he is diluting the AI (coumapho at 11.6 % down to 6.15% and :
making up the difference with_
as follows: -

Component . EPA Req.# 11556-23 EPA Reqg.# 11556-RRL
Coumaphos Technical 11.9% 6.15%
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Reason to Issue:  Response to Agency letter dated Date: 1/16/98
January 5, 1998 Supersedes: 10/3/97
Page 3 of 8

(Side Panel)

ENVIRONMENTAL HAZARDS

This pesticide is toxic to birds, fish and aquatic invertebrates. Do not apply directly to
any body of water. Coumaphos washed off of wading treated livestock may be hazardous
to aquatic organisms. Do not contaminate water when disposing of equipment washwater
or rinsate.

Premise Precautions: Do not spray in a confined, non-ventilated area. Do not treat
areas such as feed bunks, mangers, or troughs where livestock feed or drink. Do not
contaminate water, food, feedstuffs, food or feed handling equipment, or milk or meat
handling equipment.

LIMITED WARRANTY AND
LIMITATION OF DAMAGES

Bayer Corporation, Agriculture Division, Animal Health warrants that this material
conforms to the chemical description on the label. BAYER CORPORATION MAKES
NO OTHER EXPRESS OR IMPLIED WARRANTY, INCLUDING ANY OTHER
EXPRESS OR IMPLIED WARRANTY OF FITNESS OR MERCHANTABILITY, and
no agent of Bayer Corporation is authorized to do so except in writing with a specific
reference to this warranty. Any damages arising from a breach of this warranty shall be
limited to direct damages and shall not include consequential commercial damages such
as loss of profits or values, etc.

Co-Ral is a Reg. TM of the parent company of Bayer Corporation

DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in 2 manner inconsistent with its
labeling.

Co-Ral Fly and Tick Spray mixes easily with water to from an emulsion which is easily

applied with ordinary spray equipment. One spray treatment is highly effective for
control of flies, lice and ticks and provides residual control.

J.users\linda\labelspr\GGG0008a.lab
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Reason to Issue:  Response to Agency letter dated Date: 1/16/98
January 5, 1998 Supersedes: 10/3/97
Page 4 of 8

(Side Panel)

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects
reappear and constitute a problem.

Backrubber Application for Horn Flies and Face Flies: Co-Ral Fly and Tick Spray is
ideal for backrubber application. When properly mixed and applied, effective control of
horn flies and face flies will be achieved. Best control is obtained when backrubbers are
strategically located and properly treated. No. 2 furnace oil (fuel oil) or No. 2 diesel fuel
oil is recommended for mixing with Co-Ral Fly and Tick Spray for use in backrubbers.
Use of other oils may result in sludge formation that will prevent proper dlstrlbutlon in
the reservoir-type backrubber.

Entry Restriction: Do not contact treated animals until their coats are dry.
PROTECTIVE CLOTHING STATEMENT

Applicators and other handlers must wear long sleeve shirt, long pants, chemical-resistant
gloves such as barrier laminate or butyl rubber > 14 mils, shoes plus socks.

Users should wash hands before eating, drinking, chewing gum, using tobacco, or using
the toilet. Users should remove clothing immediately if pesticide gets inside. Then
wash thoroughly and put on clean clothing.

Users should remove personal protective equipment immediately after handling this
product. Wash the outside of gloves before removing. As soon as possible, wash
thoroughly and change into clean clothing. Following manufacturer’s instructions for
cleaning/maintaining personal protective equipment. If no such instructions for
washables, use detergent and hot water. Keep and wash personal protective equipment
separately from other laundry.

NOTICE TO VETERINARIANS: If the proper dosage of Co-Ral Fly and Tick Spray has
been applied and adverse reactions, such as bloat, excessive salivation and posterior
paralysis occur, it is highly probable that a host parasite reaction exists. Administer
symptomatic treatment. Anti-inflammatory agents may be helpful. If necessary, relieve
bloat by trocarization, as a stomach tube may traumatize a severely swollen esophagus.
Do not administer atropine, as it is contraindicated in host parasite reactions. If toxicity
should occur as a result of gross overdosage, atropine by injection is antidotal.

J:users\linda\labelspr\GGG0008a.lab
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Reason to Issue:  Response to Agency'letter dated Date: 1/16/98
January 5, 1998 Supersedes: 10/3/97
Page 5 of 8

(Side Panel)

USE RESTRICTIONS
For external insecticidal use only on specified animals.

Do not apply as a spray at rates above 1 quart of Co-Ral Fly and Tick Spray per

50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of
freshening. If freshening should occur within the interval after spraying, do not use milk
for human food for balance of 14 day interval.

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months
old.

Do not spray animals for 10 days before or after shipping or weaning or after exposure to
contagious and infecting diseases.

Do not spray in a confined, non-ventilated area.

Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneously
or within a few days before or after treatment or exposure to cholinesterase-inhibiting

drugs or pesticides. Atropine by injection is antidotal. Consult veterinarian at the first
sign of adverse reaction.

Do not apply this product in a way that will contact workers or other persons, either
directly or through drift. Only protected handlers may be in the area during application.

Individuals must limit the number of animals they treat per day with hand held sprayers

to no more than 100, if the animals are treated at the maximum label rate, 200 if they are
treated at %2 maximum label rate, etc.

J:users\linda\labelspr\GGGO0008a.lab
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Reason to Issue:

January S, 1998

Response to Agency letter dated

Date: 1/16/98
Supersedes: 10/3/97
Page 6 of 8

(Back Panel)

RECOMMENDED APPLICATIONS

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL FLY AND TICK SPRAY
PER 50 GALLONS OF WATER. FOR LACTATING DAIRY CATTLE DO NOT
APPLY MORE THAN 1 QUART OF CO-RAL FLY AND TICK SPRAY PER

50 GALLONS OF WATER.
OUNCES
QUARTS PER
. PER 4
| 50 GALLONS
1 GALLONS OF

ANIMAL | PARASITE | OF WATER | WATER | REMARKS

Beefand | Horn Flies 2 5 SPRAY TREATMENTS:

Non- Lice Apply specified dosage for

Lactating a complete wetting to run-off.

Dairy Ticks 4 10 Treat no more than six times

Cattle per year. Do not make
applications less than 10 days
apart.

. Lactating | Lice 1 2% SPRAY TREATMENT(S):

Dairy Flies Apply specified dosage for a

Cattle complete wetting to run-off.
Treat no more than six times
per year. Do not make
applications less than 10 days
apart.

J:users\linda\labelspr\GGGO0008a.lab
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Reason to Issue:  Response to Agency letter dated Date: 1/16/98

January 5, 1998 Supersedes: 10/3/97
Page 7 of 8
(Back Panel)

ANIMAL PARASITE REMARKS
Backrubber | Horn Flies Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil
for Beefand | Face Flies or No. 2 diesel fuel (or 9 % oz Co-Ral per gallon) .
Lactating Saturate the fiber portion of the backrubber with this
Dairy Cattle mixture. Place the backrubber where animals

congregate or travel regularly. For dairy cattle
suspend at a height that will prevent straddling.
Resaturate backrubber as needed. NOTE: For most
. effective face fly control the rubber should be

constructed so as to permit the animal to rub its face.
No interval is required between treatment and
slaughter or use of milk.

QUARTS OUNCES
PER PER
50 4
GALLONS | GALLONS
ANIMAL PARASITE | OF WATER | OF WATER | REMARKS

. Horses Horn Flies 2 5 SPRAY
Lice TREATMENT(S): Apply
(Not intended specified dosage for
for slaughter) complete wetting.
Ticks 4 10 Treat thoroughly all

wounds and injuries.
Treat no more than six
times per year. Do not
make applications less
than 10 days apart.

(Continued)

J:users\linda\labelspr\GGG0008a.lab
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Reason to Issue:

Response to Agency letter dated

Date: 1/16/98

January 5, 1998 Supersedes: 10/3/97
Page 8 of 8
(Back Panel)
QUARTS OUNCES
PER PER
50 4
GALLONS | GALLONS
ANIMAL PARASITE | OF WATER | OF WATER | REMARKS
Swine Lice 2 5 SPRAY
TREATMENT(S): Apply
specified dosage for a
complete wetting to run-
off. Treat no more than
six times per year. Do
not make applications less
than 10 days apart.
STORAGE AND DISPOSAL

Do not contaminate water, food or feed by storage or disposal.

STORAGE: Do not allow to freeze. Keep from extreme heat.

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot
be disposed of by use according to label directions, contact your State Pesticide or
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA
Regional Office for guidance.

Container Disposal: Triple rinse (or equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if
allowed by state and local authorities, by burning. If burned, stay out of smoke.

J.users\linda\labelspr\GGG0008a.lab
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E‘ﬂ,’Attachment 5
PRODUCT cmsm REVT .
| 9/24 / 5J
T0: oM _[3 = rFRoM: Reviewer: _ | NDIRA THRRQLﬁ Date: 031 ! i 93
. / * . - ~ -’ . . J - .- <
EPA REG. NO.: _{1566— RRL PRODUCT NAME: tve &1 - hid SPra

FOOD USE () TNRRTS CLEARED: C (), D (), E () NON FOOD USE { )

21

CFR PARTS 170-199: ( )} TOXIC INERTS LIST  1( ), 2( )

Please provide the requested infommation for the foliowing checked items:

1.

3]
——

——

[ ] sSubmit the product specifiec product chemistry data for your product. [ ] If
submitted eaclier, provide MKID Number(s). L[ | Your procduct-ia aot sufficiently
similax to the product you referenced. ’

Tu cufcrence ©O The (onfiaential Statement of Formula (CSE), plea.ée provide the
folleowing:

[] a) PpE of product or pH at a specified water dilution. % 9
f 1 b) Density of preduct. ‘ -V \\e})\

{ 1 e) Flash peint of product.
[ ] d} Flask pecint of product with propellent as per item #6(q) or item #5(c).
[ 1 e) Flame extenzion of product includinq— flashbacks if acted.

{ I, £ The upper and lower certified limits based on the pure Ackive ingredients
g zather than the technical ox concentrate. Note that the ‘lower limit of the

active ingredients must be tk 2 a +he Tabel claim in puze active form.
\ . - olger Thew
{ 1] g) The upper and lower certified limits of the m&v:.du.ally added incrto.

i \{W Laboel Clowm dor Achve wigradiof o 5.87  Hence 13b-of
} "ll A“'((: ‘5/ )X Puv\»)\}o Iedmu] 60 O/) . SL}/ ’/ku)
v L\lnvd the declrred Label ¢ la,uﬂ 0 / Mo% G‘Umxi

3 h IZA‘.LW\!YA /Shc‘uu bC bmd{ .& d UQ& GM:U"“T Lk,d AN
& )U\;YL A et o B o .Nm,u.d /‘xdkuua .

ure ach vej%
NST o)™
Based on the current CSF dated 061 24 , 943. , your product will meb—meet?
the label claim for the active i_ng.r.udu:nt. Please revise the iavel or the C5F so
that the .nfomat:.on agrees,

The Csr Wl be atcep}e,d abl'a U\ﬂ«,&l'alrf’-d Correchims e
yrsecle

z ’)ngd_uc_, :}411056—1}
\\_lf_l_‘_-, ﬂ(rca’cmg 4’0 ouN Q‘"Cﬂl?:ld pur\I\) 17 /S@wvﬂm } C‘ﬂmrmhu o
¥, qo.o/ Al e el wdateas are besed v Tus

[ 1 1)
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*Inert ingredient information may be entitled to confidential treatment*

s~ 10/21/83  07:57 703 557 3100 . @ioos

-2- Attachment 5

PROPUCT CHEEMISTRY REVIEW (canL’d)

4. { Provide the cheamiocal identity of m,;cmpcnents, Lhe pesceulage composition, CAS

\//' Registry Number, and Material Safety Data Sheet (E?ETCEEEEET_fo:"EEE-EEiIOngg_—h'
conpounds @ ' : '
1
o,
=
<.
S.

The supplier may contact EPA directly referencing the File sSymbol or EPA
Registration Number 'in their response. For dyes, provide the .color index and CAS
Registxy Numbers for all components, For perfumes and flavorings, provide for

" each conponent in the mixture: the chemical name, CAS Registzry Number, and the
percentage ox range in percentage in the mixture. Certify c¢hat flavors are pon-
food type. The confidential information summitted by the suppliers is kept
confidential under FIFRA Section 10.

5. Iz the proposed labeling, provide the following information:

[ ] &) vUpdate the label Sterage and Festicide and Container Disposal Statemepnts in
accozdance with [ ] PR Notice 84—1 for non-aeros=zol containers for hoises and
institutional uses or [ 1 PR Notice 83~3 for all other uses.

{ ] b) Add the heading FEISICAL OR CHEMICAL HAZARDS te the label and the appropriate
statement per 40 CFR 156. 10(h)(7)(111)

{1 ¢) Uander the heading PEYSICAL OR CHEEICAL BAZARDS, liat the product a3 Extzemely
Flammable (because your product contains flammable propelleats) .

{ ] d) Provided that the solvent does not have insecticidal activity, it should be
removed from the ingrodient stetement active ingcedienl listing and the
percentage added to the inert ingredlents If vhe solveat has insecticidal
properticso, provide the EFA Regluliation Number, -

{1 e) add a footmste to the ianesl iuyredients indicating: Containg aromatic
. petroleum distillates, xylene or xylene-range arcmatic solvent,

{ ] £) 8ince your data matrix does not provide a dielectrical breakdown voltage, you
wust add the rfollowing statement to the Physical or Chemical Hazards heading:

Do not usge this product in or on electrical ecuipment
due to the posgsibility of shock hazard. .
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via Federal Express [ ( Dﬂ \C{g

Office of Pesticide Programs

Document Processing Desk (AMEND)
U.S. Environmental Protection Agency

Room 266A, Crystal Mall 2
1921 Jefferson Davis Highway
Arlington, VA 22202

cc: Mr. George T. LaRocca
Ms. Linda DeLuise

be:

Attachments:  « Application for Pesticide Amendment (OPP #251091)

x:linda\doc\ggg0016.doc

1/98
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1 A \

Please read instructions on reverse before completii

SEPA

form.

Form Approved, OMB No. 2070-0060, Aggroval exgires 05-31-98

United States

Environmental Protection Agency X

Washington, DC 20460

Registraﬂon OPP Identifier Number
Amendment .
Other 251 0 91

Application for Pesticide - Section |

1. Company/Product Number

11556-115

2. EPA Product Manager 3. Proposed Classification »

Ceorge T. Lallocca

4. Company/Product (Name)

Co-Ral Fly and Tick Spray

D None D Restricted

PM# 13

Bayer Corporation

PO Box 390

5. Name and Address of Applicant finclude ZIP Code)
Agriculture Division, Animal ilealth
Shawnee Mission, KS 66201-0390

D Check if this is a new address

6. Expedited Review. In accordance with FIFRA Section 3(c}(3)
{b)(i}, my product is similar or identical in composition and labeling
to:

EPA Reg. No.

Product Name

Section - |l

Amendment - Explain below.

D Resubmission in response to Agency letter deted

G Notification - Explain below.

Final printed labels in response to
Agency letter dated
“Me Too" Application.

D Other - Explain below.

Seea attached

Explanation: Use additional page(s) if necessary. (For section | and Section I1.)

Secti

on - lll

—~

1. Material This Product Will Bs Packaged In:

/

Child-Resistant Packaging Unit Packaging Water Soluble Packagmg 'Yf ool T‘ypo of Congainer
(3¢ ALY K gt w4
Yes® Yes Yes - P TE T Motal
N N N Plastic
° ° . o Glass
. . If "Yos" No. per If "Yeos" No. per " Paper
. Certlfl'c.ﬂtlon must Unit Packaging wgt. container Package wgt containe Other (Specify)
q submitted |
. Location of Net Contents Information 4, Sizels) Retail Contairfér S. Location of Label Directions
On Label
D Label D Container On Labeling accompanying product
6. Manner in Which Label is Affixed to Product Lithograph [ other
Paper glued
Stenciled

Section - IV

1. Contact Point {Complete items directly below for identification of individual to be contacted, if necessary, to process this application.)

Name

Tie llanager,

. TeJepho . {Inglude Area Code)
F. T. McNamara Preclinical Development 9133”3% é."ﬁg%g
Certification 8. Date Application
| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. Received
| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or (Stamped)
both under applicable law.
2, Signature 3. Tite
\jﬁmﬁ /)77 ‘ % Manager, Preclinical Development
AT AC /ety
4. Typed Name 5. Date
F. T. McNamara <
1)2a6 )72
. 1 02

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsqLeto.

Whits - EPA Flle Copy (original) Yellow - Applicant Copy



Application for Pesticide
OPP No. 251091
Confidential Statement of Formula for Co-Ral Fly and Tick Spray
(EPA Reg. No. 11556-115); Agency Letter dated January 5, 1998

Enclosed for Agency review and acceptance is a Confidential Statement of Formula
(CSF) for Co-Ral Fly and Tick Spray (EPA Reg. No. 11556-115).

In explanation, on October 30, 1997, Bayer submitted an application for a revised
Confidential Statement of Formula (CSF) for Co-Ral Livestock Insecticide Spray (EPA
Reg. No. 11556-115). The Agency responded in a January 5, 1998 letter which stated the
CSF was deemed unacceptable since the percent active ingredient on the CSF did not
agree with the percent active on product label.

The percent active ingredient on the label was 5.8% (the nominal concentration).
Although 5.8% is between the upper and lower certified limits of 5.5% and 6.8%,
respectively on the CSF, the midpoint of the certified limits is 6.15% and this value is in
column 13.b of the CSF.

To obtain guidance on how to resolve this matter, on January 15, 1998, Greg Gagliano,
Bayer scientific and regulatory specialist, contacted Linda DeLuise of your staff.

Ms. DeLuise agreed that while the percent active ingredients listed were technically
correct, it would be clearer for everyone if the percentage stated on the product label
matched the midpoint of the upper and lower certified limits stated on the CSF.

Accordingly, Bayer has submitted an application for label amendment to revise the
nominal concentration on the label from 5.8% to 6.15% (a copy of this application is
enclosed). Please note, in the interim Bayer has changed the name of the product from
Co-Ral Livestock Insecticide Spray to Co-Ral Fly and Tick Spray by a January 12, 1998
notification to the Agency and accepted by the Agency (letter dated January 21, 1998).

The enclosed CSF is identical to that which Bayer submitted earlier on October 30, 1997
and the Agency previously reviewed in the Agency’s January 5, 1998 letter, with only
one change. The product name on the enclosed CSF is Co-Ral Fly and Tick Spray to
reflect the name change of the product (again, effected by a January 12, 1998
notification).

When the Agency accepts the revised labeling, the Agency should also accept the

enclosed CSF. As the proposed action does not require any new data review, we
anticipate the Agency will expeditiously accept the enclosed CSF.

X:linda\epadoc\gggepa2l.doc 1/26/98
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Please read instructions on reverse before completing form.

Form Approved. OMB No. 2070-0060. Aporoval oxpires 05-31-

United States

o
\‘"EPA Environmental Protection Agency

Washington, DC 20460

Registration
x | Amendment
Other

OPP ldentifiear Number

251090

Application for Pesticide - Section |

1. Company/Product Number
11556-115

2. EPA Product Manager

4. Company/Product (Name)
- Co-Ral Fly and Tick Spray

PM#

George T. LaRocca

13

3. Proposed Classification

DNom D Restricted

5. Name and Address of Applicant Ihcludo ZIP Cods}

Bayer Corporation
Ag%’icultuge Div1sion, Animal Health

PO Box 390
Shawnee Mission, KS 66201-0390

D Check if this is a new address

to:

EPA Reg. No.

Product Name

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
(b){i}, my product is similar or identical in composition and labeling

Section - II'

Amendment - Explain below.
D Resubmission in response to Agency letter dated

D Notification - Explain below.

Final printed labels in response to

Agency letter dated

"Me Too" Application.

D Other - Explain below. i

See Attached

Explanation: Use additional page(s) if necessary. (For section | and Section I1.)

Section - lil

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging

Yes® Yeos
No No

Yes
No

Water Soluble Packaging 2. Type of Container

Py . If "Yes" No. per
* Certification must Unit Packaging wgt. container

If "Yes®
Package wgt

Metal

Plastic

Glass
No.per Paper
container Other {Specify)

D Label D Container

be submitted
3. Location of Net Contents Information 4. Size(s) Retail Container

On Label -

13 Locationvof Labe! Directions

On Labeling accompanying product

6. Manner in Which Label is Affixed to Product Lithograph
Paper glued
{____JStenciled

D Other

Section - IV

Name
F. T. McNamara

Tite Manager,

Preclinical Development

1. Contact Point {Complete items directly below for identification of individual to be contacted, if necessary, to process this application.)

Telephone No. (Include Area Code)
(913) 268-2588

both under applicable law.

Certification
{ certify that the statements | have made on this form and all attachments thereto are true, accurato and complete.
| acknowledge that any knowingly false or misleading statement may be punishable by fine or lmpnconmon( or

2. Slgr\ature

3. Title

‘Manager, Preclinical Development

4. Typed Name

F. T. McNamara

5. Date

1)26 )93

8. Date Application
Received

(Stamped)

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete.

White - EPA Flie Copy (original)

Y8dw - Applicant Copy




Application for Pesticide
OPP No. 251090
Amendment for Co-Ral Fly and Tick Spray (EPA Reg. No. 11556-115)

Enclosed for Agency acceptance are five (5) copies of draft labeling (dated 1/16/98) for
Co-Ral Fly and Tick Spray, EPA Reg. No. 11556-115. The enclosed draft labeling is
identical to the labeling accepted by the Agency in an October 29, 1998 letter with only
two changes.

The first change is a change in the product name from Co-Ral Livestock Insecticide
Spray to Co-Ral Fly and Tick Spray. This change was effected by notification (EPA
Identifier No. 251089) on January 13, 1998 as per PR Notice 95-2, and approved by the
Agency (letter dated January 21, 1998).

The second change is the nominal percent active ingredient has been changed from 5.8%
to 6.15%, and the inert ingredients have been changed from 94.2% to 93.85%. These
new percentages are the same as those listed on the current CSF (attached) which was
accepted by the Agency in Notice of Pesticide Registration dated July 21, 1994.

Subsequently, Bayer Corporation received a review (dated January 5, 1998) for the
Confidential Statement of Formula (CSF) for Co-Ral Livestock Insecticide Spray (EPA
Reg. No. 11556-115). The CSF was deemed unacceptable since the percent active
ingredient on the CSF did not agree with the percent active on product label. The
nominal percent active ingredients on the CSF and product label were technically correct
since they both fall within the upper and lower limits set forth in the CSF, and have been
accepted in the past by the Agency.

To resolve this, on January 15, 1998, Greg Gagliano, Bayer scientific and regulatory
specialist, contacted Linda DeLuise of your staff for guidance. Ms. DeLuise agreed that
while the percent active ingredient was technically correct, it would be in clearer for
everyone if the percentage stated on the product label (the nominal concentration)
matched the percentage stated in column 13.b on the CSF. Thus, the enclosed draft
labeling reflects this.

As the proposed action does not require any new data review, we anticipate the Agency
will expeditiously accept the enclosed draft labeling.

x:linda\epadoc\gggeap22.doc 1/26/98
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m.~>“ %’6 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
<
. i\ & WASHINGTON, D.C. 20460
Z
% S
g pPROTEY
- i OFFICE OF
0CT 29 99 PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES
BAYER AH R&D —

Mr. F. Terry McNamara o WA\3
Bayer Corporation Rec'd
P.O. Box 300 Action COpy 10 eamemme—e—""]
Shawnee Mission, KS 66201-0390 Repled T
Dear Mr. McNamara: info. Copies ®©  —
Subject: Amendment- label changes

Co- Ral Livestock Insecticide Spray
EPA Registration Number 11556-115
Your submission dated October 3, 1997

The application referred to above, submitted in connection
with registration under the Federal Insecticide, Fungicide, and
Rodenticide Act, as amended, is acceptable, and a copy of a stamped

label is enclosed for your records.

d

Enclosure

Recycled/Recyctable « Printed with Vegetable Oll Based inks on 100% Recycled Paper (40% Postconsumer)

Sincerely yours,

LA g

George T. LaRocca

Product Manager (13)
Insecticide-Rodenticide Branch
Registration Division (7505C)
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Reason to Issue:  To propose changes in accordance Date: 10/3/97
’ with the RED Supersedes: 7/7/94
Page 1 of 8
(Front Panel)
Co-Ral®
(coumaphos)

For Control of Homn Flies, Face Flies, Lice and Ticks

LIVESTOCK INSECTICIDE SPRAY

Percent
by Weight
Active Ingredient:
0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-7-yl)
phosphorothioate . . . . . ... ... oL L 5.8%
Inert Ingredients*: . . . . ... ... ... ... .. 94.2%
Total . . . . . 100.0%

*Contains aromatic petroleum distillates.

This product contains 0.25 1b 0,0-Diethyl 0-(3-chloro-4-methyl-2-ox0-2H-1-benzopyran-
7-y!) phosphorothioate per half gallon.

EPA Reg No. 11556-115 EPA Est. No. 11556-KS-1

KEEP OUT OF REACH OF CHILDREN

WARNING

SEE BACK AND SIDE PANELS FOR STATEMENTS OF PRACTICAL
TREATMENT AND OTHER PRECAUTIONARY STATEMENTS

NET CONTENTS: 1.892 L (0.50 gallon)

Bayer Corporation
Agriculture Division
Animal Health
P.O. Box
Shawnee Mission, Kansas 66201 | c C E ) T E D
wr 29 - ,
gndér tha Federal Insaciicide.
Lusers\linda\labelspr\ GGGO00S. lab QS‘S.SA‘L‘SS;&“&,"&‘:““’{?,‘-; Act]
eoglstorad vadee Lo O
EPA Bog. No. s/&°5% -,/ | 197




Reason to Issue:  To propose changes in accordance Date: 10/3/97
: with the RED Supersedes: 7/7/94
Page 2 of 8

(Side Panel)

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. Causes
moderate eye irritation. Avoid contact with skin, clothing or eyes. Wash thoroughly with
soap and warm water after handling. Wash contaminated clothing with soap and hot
water before use.

STATEMENTS OF PRACTICAL TREATMENT

If swallowed: Call a physician or Poison Control Center immediately. If possible,
vomiting should be induced under medical supervision. Drink one or two
glasses of water and induce vomiting by touching the back of throat with
finger. Do not induce vomiting or give anything by mouth to an
unconscious person.

If inhaled: Remove victim to fresh air. Apply artificial respiration if indicated. Get
medical attention if victim displays signs of poisoning.

If on skin: Remove contaminated clothing and wash affected areas with soap and
water. Get medical atteniion if irritation appears.

If in eyes: Flush eyes with plenty of water. Call a physician immediately.
To Physician: Atropine sulfate by injection is antidotal. Repeat as necessary to the poirt

of tolerance. 2-PAM is also antidotal and may be administered in
conjunction with atropine.

J:users\linda\labelspr\GGG0008.1ab
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Reason to Issue:  To propose changes in accordance Date: 10/3/97
' with the RED Supersedes: 7/7/94
Page 3 of 8

(Side Panel)

ENVIRONMENTAL HAZARDS

This pesticide is toxic to birds, fish and aquatic invertebrates. Do not apply directly to
any body of water. Coumaphos washed off of wading treated livestock may be hazardous
to aquatic organisms. Do not contaminate water when disposing of equipment washwater
or rinsate.

Premise Precautions: Do not spray in a confined, non-ventilated area. Do not treat
areas such as feed bunks, mangers, or troughs where livestock feed or drink. Do not
contaminate water, food, feedstuffs, food or feed handling equipment, or milk or meat
handling equipment.

LIMITED WARRANTY AND
LIMITATION OF DAMAGES

Bayer Corporation, Agriculture Division, Animal Health warrants that this material
conforms to the chemical description on the ilabel. BAYER CORPORATION MAKES
NO OTHER EXPRESS OR IMPLIED WARRANTY, INCLUDING ANY OTHER
EXPRESS OR IMPLIED WARRANTY OF FITNESS OR MERCHANTABILITY, and
no agent of Bayer Corporation is authorized to do so except in writing with a specific
reference to this warranty. Any damages arising from a breach of this warranty shall be
limited to direct damages and shall not include consequential commercial damages such
as loss of profits or values, etc.

Co-Ral is a Reg. TM of the parent company of Bayer Corporation

DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its
labeling.

Co-Ral Livestock Insecticide Spray mixes easily with water to from an emulsion which is
easily applied with ordinary spray equipment. One spray treatment is highly effective for
control of flies, lice and ticks and provides residual control.

J:users\linda\labelspr\GGG0008.1ab
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Reason to Issue:  To propose changes in accordance Date: 10/3/97
' with the RED Supersedes: 7/7/94
Page 4 of 8

(Side Panel)

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects
reappear and constitute a problem.

Backrubber Application for Horn Flies and Face Flies: Co-Ral Livestock Insecticide
Spray is ideal for backrubber application. When properly mixed and applied, effective
control of homn flies and face flies will be achieved. Best control is obtained when
backrubbers are strategically located and properly treated. No. 2 furnace oil (fuel oil) or
No. 2 diesel fuel oil is recommended for mixing with Co-Ral Livestock Insecticide Spray
for use in backrubbers. Use of other oils may result in sludge formation that will prevent
proper distribution in the reservoir-type backrubber.

Entry Restriction: Do not contact treated animals until their coats are dry.
PROTECTIVE CLOTHING STATEMENT

Applicators and other handlers must wear long sleeve shirt, long pants, chemical-resistant
gloves such as barrier laminate or butyl rubber > 14 mils, shoes plus socks.

Users should wash hands before eating, drinking, chewing gum, using tobacco, or using
the toilet. Users should remove clothing immediately if pesticide gets inside. Then
wash thoroughly and put on clean clothing.

Users should remove personal protective equipment immediately after handling this
product. Wash the outside of gloves before removing. As soon as possible, wash
thoroughly and change into clean clothing. Following manufacturer’s instructions for
cleaning/maintaining personal protective equipment. 1f no such instructions for
washables, use detergent and hot water. Keep and wash personal protective equipment
separately from other laundry.

NOTICE TO VETERINARIANS: If the proper dosage of Co-Ral Livestock Insecticide
Spray has been applied and adverse reactions, such as bloat, excessive salivation and
posterior paralysis occur, it is highly probable that a host parasite reaction exists.
Administer symptomatic treatment. Anti-inflammatory agents may be helpful. If
necessary, relieve bloat by trocarization, as a stomach tube may traumatize a severely
swollen esophagus. Do not administer atropine, as it is contraindicated in host parasite
reactions. If toxicity should occur as a result of gross overdosage, atropine by injection is
antidotal.

J:users\linda\labelspr\GGGO0008.1ab
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Reason to Issue:  To propose changes in accordance Date: 10/3/97
with the RED Supersedes: 7/7/94
Page 5 of 8

(Side Panel)

USE RESTRICTIONS
For external insecticidal use only on specified animals.

Do not apply as a spray at rates above 1 quart of Co-Ral Livestock Insecticide Spray per
50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of
freshening. If freshening should occur within the interval after spraying, do not use milk
for human food for balance of 14 day interval.

. Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months
old.

Do not spray animals for 10 days before or after shipping or weaning or after exposure to
contagious and infecting diseases.

Do not spray in a confined, non-ventilated area.

Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneously
or within a few days before or after treatment or exposure to cholinesterase-inhibiting
drugs or pesticides. Atropine by injection is antidotal. Consult veterinarian at the first
sign of adverse reaction.

Do not apply this product in a way that will contact workers or other persons, either
‘ directly or through drift. Only protected handlers may be in the area during application.

Individuals must limit the number of animals they treat per day with hand held sprayers
to no more than 100, if the animals are treated at the maximum label rate, 200 if they are
treated at 2 maximum label rate, etc.

J:users\linda\labelspr\GGG0008.1ab
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Date: 10/3/97
Supersedes: 7/7/94
Page 6 of 8

Reason to Issue:  To propose changes in accordance

with the RED

(Back Panel)

RECOMMENDED APPLICATIONS

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL LLVESTOCK
INSECTICIDE SPRAY PER 50 GALLONS OF WATER. FOR LACTATING DAIRY
CATTLE DO NOT APPLY MORE THAN 1 QUART OF CO-RAL LIVESTOCK
INSECTICIDE SPRAY PER 50 GALLONS OF WATER.

OUNCES
QUARTS PER
PER 4
50 GALLONS
GALLONS OF

ANIMAL | PARASITE | OF WATER | WATER | REMARKS
Beefand | Horn Flies 2 5 SPRAY TREATMENTS:
Non- Lice Apply specified dosage for
Lactating a complete wetting to run-off.
Dairy Ticks 4 10 Treat no more than six times
Cattle per year. Do not make

applications less than 10 days

apart.
Lactating | Lice | 2% SPRAY TREATMENT(S):
Dairy Flies Apply specified dosage for a
Cattle complete wetting to run-off.

Treat no more than six times

per year. Do not make

applications less than 10 days

apart.

J:users\linda\labelspr\GGG0008.1ab
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Reason to Issue:  To propose changes in accordance Date: 10/3/97

with the RED Supersedes: 7/7/94
Page 7 of 8
(Back Panel)
ANIMAL PARASITE REMARKS
Backrubber Homn Flies Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil
for Beef and | Face Flies or No. 2 diesel fuel (or 9 % oz Co-Ral per gallon) .
Lactating Saturate the fiber portion of the backrubber with this
Dairy Cattle mixture. Place the backrubber where animals

congregate or travel regularly. For dairy cattle

suspend at a height that will prevent straddling.

. Resaturate backrubber as needed. NOTE: For most
effective face fly control the rubber should be

constructed so as to permit the animal to rub its face.

No interval is required between treatment and

slaughter or use of milk.

QUARTS OUNCES
PER PER
50 4

GALLONS | GALLONS

ANIMAL PARASITE | OF WATER | OF WATER | REMARKS

Horses Horn Flies 2 S SPRAY

Lice TREATMENT(S): Apply
(Not intended specified dosage for
for slaughter) complete wetting.

Ticks 4 10 Treat thoroughly all

wounds and injuries.
Treat no more than s+».
times per year. Do not
make applications less -
than 10 days apart.

(Continued)

J:users\linda\labelspr\GGG0008.1ab
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Reason to Issue:

To propose changes in accordance

Date: 10/3/97

with the RED Supersedes: 7/7/94
Page 8 of 8
(Back Panel)
QUARTS OUNCES
PER PER
50 4
GALLONS | GALLONS
ANIMAL PARASITE | OF WATER | OF WATER | REMARKS
Swine Lice 2 5 SPRAY
TREATMENT(S): Apply
specified dosage fora
complete wetting to run-
off. Treat no more than
six times per year. Do
not make applications less
than 10 days apart.
STORAGE AND DISPOSAL

Do not contaminate water, food or feed by storage or disposal.
STORAGE: Do not allow to freeze. Keep from extreme heat.

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot
be disposed of by use according to label directions, contact your State Pesticide or
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA
Regional Office for guidance.

Container Disposal: Triple rinse (or equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if
allowed by state and local authorities, by burning. If burned, stay out of smoke.

J:users\linda\labelspr\GGGQ008.1ab
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Please read instructions on reverse before completing form.

Form Approved. OMB No. 2070-0060. Aggroval exgires 05-31-98

United States

o
("’EPA Environmental Protection Agency x | Amendment

Washington, DC 20460 Other 251&77

Registratlon OPP Identifier Number

Application for Pesticide - Section |

1. Company/Product Number 11556-115

2. EPA Product Manager 3. Proposed Classification

4. Company/Product (Name
Co-Ra Livestocl)c Insecticide Spray

D None D Restricted
PM#

5. Name and Address of Applicant {lnclude Z/IP Code)
Bayer Corporation

Agriculture Division, Animal Health
PO Box 390

Shawnee Mission, KS 66201-0390

D Check if this is 8 new address

6. Expedited Review. In accordance with FIFRA Section 3{c){3)
(b)(i}, my product is similar or identical in compaosition and labeling
to:

EPA Reg. No.

Product Name

Section - I

Amendment - Explain below.

| | Resubmission in response to Agency letter dated

| l Notification - Explain below.

D Final printed labels in response to
Agency letter dated

D "Me Too" Application.
D Other - Explain below.

See Attachmeut

Explanation: Use additional page(s) if necessary. (For section | and Section Ii.)

Section - lil

1. Material This Product Wiil Be Packaged in:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
Yes® Yes Yes Metal
N Plastic
No ] o No Glass
. . If "Yas” No. per If "Yes" No. per Paper
* Cemﬁc.at’a” must Unit Packaging wgt. container Package wgt container Other (Spacify)
@ submitted |
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Labe! Directions
On Label
D Label D Container On Labeling accompanying product
6. Manner in Which Label is Affixed to Product Iﬁithogr?phd D Other
aper glue
Stenciled

 —————

Section - IV

1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary. to process this application.)

Neme 1 Mcilanara

Title Manager, Telephone No. (Include Area Code)
Preclinical Development

Certification ‘ 6. Date Application
| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. Received
| acknowledge t_hat any knowingly false or misleading statemant may be punishable by fine or imprisonment or {Stamped)
both under applicabla law.
2. Signature 3. Title

Manager, Preclinical Development

4. Typad Name

¥. T. Mcllamara

5. Data

10)20]97

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete.

White - EPA Flile Copy (original) Yellow - Applicant Copy
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. OPP Identifier No. 251077
Co-Ral Livestock Insecticide Spray
EPA Reg. No. 11556-115

Explanation:

On June 11, 1997 Bayer Corporation submitted a proposal to amend the registration of Co-Ral
Livestock Insecticide Spray by submitting a new Basic Confidential Statement of Formula (CSF)
which reflected the nominal label value, in accordance with PR Notice 91-2.

The Agency reviewer for this CSF, Dr. Harold E. Podall met with Mr. Terry McNamara of Bayer
Corp. on September 9, 1997 to discuss the way the nominal values were reported on the CSFs.
Dr. Podall requested that the CSFs be revised to show that actual amount of technical compound
used in the formulation, not just the nominal a.i. concentration.

Bayer is submitting this revised CSF to comply with the reviewer’s request. No change in the
formulation is represented by this action other than the required adjustments in the level of
technical and corresponding level of inerts required as dictated by the change to the nominal
value.

J:users\linda\epadoc\GGGEPA19.doc 10/97
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D. Labeling Changes Summary Table

Table 8 contains labeling changes previously identified in the 1996 Coumaphos RED and additional changes established in this RED
Addendum for coumaphos. Labeling changes from both REDs should be incorporatéd in their entirety into labels for coumaphos-containing
products, in order for currently registered uses of coumaphos to be eligible for reregistration. The PPE that would be established on the basis
-of dcute toxicity category of the end-use product must be compared to the active-ingredient-based personal protective equipment specified in
Table 8. The more protective PPE should be placed on the product labeling, For guldance on which PPE is considered more protecuve, see

PR. Notlce 93.7.

Table 8: Summary of Labelmg Changes for Coumaphos

Description

Amended Labeling Language

Placement on Label

Formulation Restriction

“Only for formulation into an insecticide for the followmg use(s): beef cattle, dairy mtﬂe

Directions for Use

horses, swine and swine bedding” ) - L
“This product may not be used to formulate products for'USe in mechanical dusters.” Directions for Use
‘One of these statements “This product may be used to formulate products for é;)ec:ﬁc use(s) not listed on the MP

Dlrechons for Use

may be added to a label to | label if the formulator, user group, or grower has complied with U.S. EPA submission
-allow reformulation of the | requirements regarding support of such use(s).”
-product for a specific use or o
all-additional uses “This product may. be used to formulate products for any additional use(s) not listed on the
“supported by a formulator | MP label if the formulator, user group, or grower has complled with U.S. EPA submission j
Or user group requirements regarding support of such use(s).” S C o oim ‘

36
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Table 8: Summary of Labeling Changes for Coumaphos

Policies

Description Amended Labeling Language Placement on Label
Environmental Hazards “This pesticide is toxic to birds, fish and aquatic invertebrates. Do not discharge effluent Precautionary
Statements Required by the | containing this product into lakes, streams, ponds, estuaries, oceans or other waters unless | Statements
RED and Agency Label in accordance with the requirements of a National Pollutant Discharge Elimination System ~

(NPDES) permit and the permitting authority has been notified in writing prior to discharge.

Do not discharge effluent containing this product to sewer systems without previously
notifying the local sewage treatment plant authority. For guidance contact your state Water
Board or Regional Office of the EPA.”

Restricted Use Pesticide “RESTRICTED USE PESTICIDE: Due to Acute Oral Hazard- Top of Front Panel
Statements for the 42% For retail sale to and use only by Certified Applicators or persons under their direct y
Flowable and 11.6% EC supervision and only for those uses covered by the Certified Applicator’s Certification” '
Products (EPA Reg. Nos. ‘
11556-98 and 11556-23)
Use Restriction Statement | “Use restricted to employees of the U.S. Department of Agriculture Animal and Plant Front panel,
for the 42% Flowable Health Inspection Service (U SDA-APHIS) who are enrolled in the USDA-APHIS immediately fdlomng "’
Product (EPA Reg. No. cholinesterase monitoring program.” ~ ‘the Resmaed Use.....
11556-98) : ' Pesticide statement . 1 |
- — T
)
L o
g A o stic
1
| )
55 37
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Table 8: Summary of Labeling Changes for Coumaphos

Description Amended Labeling Language Placement on Label
Handler PPE Requirements | “Some materials that are chemical-resistant to this products are” (registrant inserts correct | Precautionary
for the 42% Flowable chemical-resistant material). “If you want more options, follow the instructions for | Statement Directly
| Product (EPA Reg. No. category” [registrant inserts A,B,C,D,EF, G or H] “on an EPA chemical-resistance below the Hazards to |
11556-98) category selection chart.” Humans and Domestic
. ) : 1 um’ llals

“Mixers, loaders, and others exposed to the concenu;.te (such as during a spill or
equipment breakdown) and all other hand]ers pa:tcnpanng in dip-vat applications must
wear: .

*|long-sleeve shirt and long pants,
*chemical-resistant gloves,
*chemical-resistant footwear plus socks,
*chemical-resistant apron, and

*face shield or goggles.

All other handlers, including spray applicators, must w&r
*long-sleeve shirt and long pants,
*chemical-resistant gloves, and

. *chemical-resistant footwear plus socks.”

38
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Table 8: Summary of Labeling Changes for Coumaphos | 3

Description Amended Labeling Language Placement on Label
Handler PPE Requirements | “Some materials that are chemical-resistant to this products are” (registrant inserts correct | Precautionary
for the 11.6% and 6.15% | chemical-resistant material). “If you want more options, follow the instructions for Statement Directly
Emulsifiable Concentrate category” [registrant inserts A,B,C,D,E,F,G, or H] “on an EPA chemical-resistance below the Hazards to
Products (EPA Reg. Nos. | category selection chart.” ' Humans and Domestic
11556-23 and 11556-115) Animals

“Mixers, loaders, and others exposed to the concentrate (such as during a splll or
equipment breakdown) must wear:

*|long-sleeve shirt and long pants,
*chemical-resistant gloves,
*chemical-resistant footwear plus socks,
*chemical-resistant apron, and

*face shield or goggles.

Applicators and all other handlers exposed to the dilute must wear:
*long-sleeve shirt and long pants,

*chemical-resistant gloves, and

*chemical-resistant footwear plus socks.”

39
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Table 8: Summary of Labeling Chanéa for Coumaphos

Description Amended Labeling Lang'!age Placement on Label
Handler PPE Requirements | ‘“Some materials that are chemical-resistant to this products are” (registrant inserts correct | Precautionary
for all Bulk Dust Products | chemical-resistant material). “If you want more options, follow the instructions for Statements Direcly
category” [registrant inserts A B,C,D,EF, G orH ] ‘on an EPA chemical-resistance below the Hazards to
category selection chart.” , Humans and Domestic
: Animals -
“Loaders, applicators and other handlers must wear:
*long sleeve shirt and long pants,
*chemical-resistant gloves,
*shoes plus socks,
*chemical-resistant apron,
*a NIOSH-approved dust/mist respirator, with MSHA/NIOSH approval number prefix
TC21C or a NIOSH-approved respirator with any N* R, P, or HE filter.”
Handler PPE Requirements | “Some materials that are chemical-resistant to this prodpcts are” (registrant inserts correct | Precautionary
for all Ready-to-Use Dust | chemical-resistant material). “If you want more options, follow the instructions for Statements Directly
Products below the Hazards to

category” [registrant inserts A,B,C,D,E F,G, or H] “on an EPA cherrucal-remstance
category selection chart.” ’

“Applicators and other handlers must wear:

*long sleeve shirt and long pants,

*chemical-resistant gloves, : Che
*shoes plus socks,

; *chemical-resistant apron,
' *a NIOSH-approved dust/mist respirator, with MSHA/NIOSH approval number preﬁx
"TC21C or a NIOSH-approved respirator with any N* R, P, or HE filter.”

Animals _ :

JIC”N

ETILITINE. |

i | }1 !7)5'!9'
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Table 8: Summary of Labeling Changes for Coumaphos

Description Amended Labeling Language Placement on Label
User Safety Requirements | “Follow manufacturer’s instructions for cleaning/maintaining PPE. If no such instructions for | Precautionary
washables exist, use detergent and hot water. Keep and wash PPE separately from the Statements Directly
other laundry.” below the PPE .
Engineering Controls or EPA requires that all liquid concentrate formulations be contained in “no-glug” containers, Not for placement on
Improved Packaging for all | water-soluble gel packs, or other equivalent methods approved by the Agency. label :
Liquid Products '
User Safety “User Safety Recommendations Precautionary
Recommendations Statements Directly
Users should wash hands before eating, drinking, chewing gum, using tobacco, or using the | below the User Safety
toilet. Requirements (must be
placedinabox)
Users should remove clothing immediately if peStIClde gets inside. Then wash thormghly
and put on clean clothing,
Users should remove PPE immediately after handling this product. Wash the outside of
gloves before removing. As soon as possible, wash thoroughly and change into clean e e, o
clothing.” . : '
Environmental Hazards ‘‘This pesticide is toxic to mammals, birds, fish and aquatic invertebrates.‘ Precautlonaryt i ﬂ iy ezi
o Statemmtsmlder' -
. Coumaphos washed off of wading treated livestock may be hamrdous to aquauc Environmental Hazards
organisms. Fier Wy e i
| Do not contaminate water when disposing of equipment washwater or n'nsafe.” e !

'
1
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Table 8: Summary of Labeling Changes for Coumaphos

N\

\ -
Description Amended Labeling Language Placement on Label

Disposal Restriction “Cattle Dip Solution Disposal: The Agency requires that spent dip-vat solution be Directions for Use
Statement for the 42% bioremediated, and recommends the bioremediation method developed by the USDA. The | under Storage and
Flowable Product (EPA treated solution must be transferred to shallow, concrete-lined evaporation ponds for further | Disposal
Reg. No. 11556-98) degradation. The evaporation ponds must be constructed to prevent overflow or flooding

during wet seasons and must be lined with reinforced concrete. Dried sludge generated in

the evaporation ponds must not be applied to agricultural land and should be disposed

according to solid waste disposal regulations established by your Local and/or State

Environmental Control Agency. Questions concerning the disposal of the spent solution

should be directed to the waste representative at the nearest EPA Regjonal Office.”
Re-entry Restriction for “Entry Restrictions: Do not contact or allow others to-contact treated animals until their Directions for Use
‘Liquid Products coats are dry.” o under General

Restrictions

Re-Entry Restriction for “Entry Restrictions: Do not enter treated areas or allow contact with treated animals until Directions for Use
Dust Products dusts have settled.” ' under General

IR T—
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Table 8: Summary of Labeling Changes for Coumaphos

i

Description Amended Labeling Language Placement on Label -
Application Restriction for | “Do not spray in a confined, non-ventilated area.” Directions for Use
all Liquid Products e under Application -
Restrictions
Application Restriction for | “Do not treat areas such as drinking cups, mangers, or troughs where livestock feed. Directions for Use i
all Liquid and Dust . under Application
Products Do not contaminate water, food, feedstuffs, food or feed handling equipment, or milk or Restrictions
A meat handling equipment.” ,
Application Restriction for | “Do not apply this product in a way that will contact workers or other persons, either Directions for Use
all Products directly or through drift. Only protected handlers may in the area during application.” under Application
: Restrictions
Application Restriction for | “Individuals must limit the number of animals they treat per day with hand held sprayers to Directions for Use
Products Applied by Hand | no more than 100, if the animals are treated at the maximum label rate, 200 if they are under Application
Held Sprayer treated at /2 maximum label rate, etc.” Restrictions
Application Restriction for | “Individuals must limit the number of animals they can treat per day with shaker can to no Directions for Use
all Dust Products more than 25 and the area of swine bedding they can treat per day to 1,000 sq. ft.” under Application
' ' Restrictions
Application Restriction for | “The use of mechanical dusters is prohibited.” Directions for Use
all Dust Products under Application
! Restrictions
Application Restrictions Move the Application Restrictions section to the beginning of the Directions for Use section | Beginning of Directions
for Use
Use Deletion for all Dust The use of mechanical dusters are no longer supported by the technical registrant and will Not for placemént on
Products - | be deleted from all-dust products. label - ’

* If the product contains oil or bears instructions that will allow application with an oil-containing material, the “N” designation must be dropped.

Instructions in the Labeling Required section appearing in quotations represent the exact language that must appear on the label.

Instructions in the Labeling Required section not in quotes represents actions that the registrant must take to amend their labels or product registrations.

43
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via Federal Express 12/29/98

Dr. George LaRocca (7505C)

Office of Pesticide Programs
Document Processing Desk (AMEND)
U.S. Environmental Protection Agency
Room 266A, Crystal Mali 2

1921 Jefferson Davis Highway
Arlington, VA 22202

cc: Linda S. Propst (7508W)
Office of Pesticide Programs
Document Processing Desk (AMEND)
U.S. Environmental Protection Agency
Room 266A, Crystal Mall 2
1921 Jefferson Davis Highway
Arlington, VA 22202

Attachments:  Application for Pesticide Amendment -
Co-Ral Animal Insecticide 1% Bulk Dust (Reg. No. 11556-14)
Application for Pesticide Amendment -
Co-Ral Fly and Tick Spray (Reg. No. 11556-115)
Application for Pesticide Amendment -
Co-Ral Animal Insecticide 1% Shaker Can (Reg No. 11556-4)

con ¢

x:mooij//doc/GGG0023.Doc 12/98
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¢ 5.

Plauc.rogd Iﬁt@g or; [eyeorse before completing Emi

: ._ o % United States Registtation OPP Identifier Number
\"’EPA Environmental Protection Agency v | Amendment A
Washington, DC 20460 Other

Application for Pesticide - Section |

1. Company/Product Number 2, EPA Product Manager

11556-115 LaRocca
4. Company/Product (Name) PM#
Co-Ral Flv and Tick Sprav 13

3. Proposed Classification l

DNono D Restricted

'S. Name and Address of Applicant {/nclude Z/P Code)

| Bayer Corporation, Agriculture Division, Animal Health
PO Box 390

to:
EPA Reg. No.

6. Expedited Reveiw. In accordance with FIFRA Section 3(c}){3)
(b)(i), my product is similtar or identical in composition and labeling

Shawnee Mission, KS 66201-0390

D Check if this is a new address

Product Name

Saction - H

! Amendment - Explain below. Final printed labels in repsonse to

L]

Agency letter dataed
"Me Too" Application.

Resubmission in response to Agency letter dated 1 1/24/98

D Notification - Explain below.

L]
L]

Other - Explain below.

Explanation: Use additional page(s) if necessary. (For saction | and Section Il.)

| Section - il

| 1. Materlal This Product Will Be Packaged In:

‘ Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container

Yes Yes Yes Metal
Plastic
. No No No Glass
. _ If "Yes" No. per If "Yeos"” No. per Paper
* Certification must Unit Packaging wgt. container Packaga wgt container Other (Specify)

be submitted

3. Locetion of Net Contents Information 4. Size(s) Retail Container

U Label [__| Container

—

5. nggtion of Label Directions

L ]
6. Manner in Which Label is Affixed to Product Lithograph D Other cesasae
Paper glued
Stencilad ve @
Section - IV oot
1. Contact Point {Complete items directly below for identification of individual to be contacted, if nacessary, to process this applicatiqn.] M
Neme Title Telephone No. (inchie®Area Codé); *
F. T. McNamara Manager, Preclinical Development (913) 268-2588  **°*, o
ss e cesoeh
*
Certification 6. Date Application **¢°p
| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. R°°°.“’ﬁ¢ *.
| acknowledge that any knowlingily false or misleading statement may be punishable by fine or imprisonmaent or {Staiped)
both under applicable law. JEIIEH

3. Title
Manager, Preclinical Development

2. Signature

R AR

4. Typed Nama 6. Date

F. T. McNamara

I'3)29)9%

EPA Form B570-1 {Rav. 3-94) Previous editions are obsolete,

White - EPA File Coov loriainal)

Yoliow3 Aoplicant Copy

A




220



FER 19 998

Mr. F. Terry McNamara

Bayer Corporation

P.O. Box 390

Shawnee Mission, KS 66201-0390

Dear Mr. McNamara:

Subject: Amendment- label changes
Co-Ral Livestock Insecticide Spray
EPA Registration Number 11556-115
Your submission dated January 26, 1998

The application referred to above, submitted in connection
with registration under the Federal Insecticide, Fungicide, and
Rodenticide Act, as amended, is acceptable, and a copy of a stamped
label is enclosed for your records.

Sincerely yours,

George T. LaRocca

Product Manager (13)
Insecticide-Rodenticide Branch
Registration Division (7505C)

Enclosure
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Reason to Issue:  Response to Agency letter dated Date: 1/16/98

January 5, 1998 Supersedes: 10/3/97
Page 1 of 8

(Front Panel)

Co-Ral®
(coumaphos)
FLY AND TICK SPRAY

For Control of Horn Flies, Face Flies, Lice and Ticks

Percent
by Weight
Active Ingredient:
0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo0-2H-1-benzopyran-7-yl)
phosphorothioate . . . . . . ... ... ... L 6.15%
Inert Ingredients™*: . . . .. ... ... ... ... . ... .. .. 93.85%
Total . . . . . . 100.0%

*Contains aromatic petroleum distillates.

This product contains 0.25 Ib 0,0-Diethyl 0-(3-chloro-4-methyl-2-ox0-2H-1-benzopyran-
7-yl) phosphorothioate per half gallon.

EPA Reg No. 11556-115 EPA Est. No. 11556-KS-1

KEEP OUT OF REACH OF CHILDREN
WARNING

SEE BACK AND SIDE PANELS FOR STATEMENTS OF PRACTICAL
TREATMENT AND OTHER PRECAUTIONARY STATEMENTS

NET CONTENTS: 1.892 L (0.50 gallon)
Bayer Corporation seee -
Agriculture Division cessee .
Animal Health O
P.O. Box eestel ..
Shawnee Mission, Kansas 66201 U.S.A. il il s “eeee”

with GOMMENTS *°°°
in EPA, {&ues Dated .

FEB | 9 1998

. L]
Under the Federsl Insectici8®, ©
J:users\linda\labelspr\GGGO0008a.lab Fungieide, and Rodenticide Act
a8 amended, for the peaticide
registered under EPA Reg. No

1/ SSC - oS4 223




‘ ' Reason to Issue:  Response to Agency letter dated .Date: 1/16/98
January 5, 1998 Supersedes: 10/3/97
Page 2 of 8
(Side Panel)

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. Causes
moderate eye irritation. Avoid contact with skin, clothing or eyes. Wash thoroughly with
. soap and warm water after handling. Wash contaminated clothing with soap and hot
water before use. :

STATEMENTS OF PRACTICAL TREATMENT

If swallowed: Call a physician or Poison Control Center immediately. If possible,
vomiting should be induced under medical supervision. Drink one or two
glasses of water and induce vomiting by touching the back of throat with
finger. Do not induce vomiting or give anything by mouth to an
unconscious person.

If inhaled: Remove victim to fresh air. Apply artificial respiration if indicated. Get
medical attention if victim displays signs of poisoning.

“If on skin: Remove contaminated clothing and wash affected areas with soap and
water. Get medical attention if irritation appears.

If in eyes: Flush eyes with plenty of water. Call a physician immediately.
To Physician: Atropine sulfate by injection is antidotal. Repeat as nécessary to the pout
of tolerance. 2-PAM is also antidotal and may be administered in

conjunction with atropine. SRR

ceret

L

J:users\linda\labelspnGGG0008a.lab
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Reason to Issue:  Response to Agency letter dated . Date: 1/16/98
. January 5, 1998 Supersedes: 10/3/97
' Page 3 of 8
(Side Panel)
ENVIRONMENTAL HAZARDS

This pesticide is toxic to birds, fish and aquatic invertebrates. Do not apply directly to
any body of water. Coumaphos washed off of wading treated livestock may be hazardous
to aquatic organisms. Do not contaminate water when disposing of equipment washwater
or rinsate.

Premise Precautions: Do not spray in a confined, non-ventilated area. Do not treat

areas such as feed bunks, mangers, or troughs where livestock feed or drink. Do not

contaminate water, food, feedstuffs, food or feed handling equipment, or milk or meat
. handling equipment.

LIMITED WARRANTY AND
LIMITATION OF DAMAGES

Bayer Corporation, Agriculture Division, Animal Health warrants that this material
conforms to the chemical description on the label. BAYER CORPORATION MAKES
NO OTHER EXPRESS OR IMPLIED WARRANTY, INCLUDING ANY OTHER
EXPRESS OR IMPLIED WARRANTY OF FITNESS OR MERCHANTABILITY, and
no agent of Bayer Corporation is authorized to do so except in writing with a specific
reference to this warranty. Any damages arising from a breach of this warranty shall be
limited to direct damages and shall not include consequential commercial damages such
as loss of profits or values, etc.

Co-Ral is a Reg. TM of the parent company of Bayer Corporation

DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its - -
labeling. '

N .
e -
<

Co-Ral Fly and Tick Spray mixes easily with water to from an emulsion whmh is easﬂy
applled with ordinary spray equipment. One spray treatment is highly ef‘ectlve for .
control of flies, lice and ticks and provides residual control. S ‘

-~ F
3
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Reason to Issue:  Response to Agency letter dated .Date: 1/16/98
January 5, 1998 Supersedes: 10/3/97
Page 4 of 8
(Side Panel)

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects
reappear and constitute a problem.

Backrubber Application for Horn Flies and Face Flies: Co-Ral Fly and Tick Spray is
ideal for backrubber application. When properly mixed and applied, effective control of
horn flies and face flies will be achieved. Best control is obtained when backrubbers are
strategically located and properly treated. No. 2 furnace oil (fuel oil) or No. 2 diesel fuel
oil is recommended for mixing with Co-Ral Fly and Tick Spray for use in backrubbers.
Use of other oils may result in sludge formation that will prevent proper distribution in
the reservoir-type backrubber.

Entry Restriction: Do not contact treated animals until their coats are dry.
PROTECTIVE CLOTHING STATEMENT

Applicators and other handlers must wear long sleeve shirt, long pants, chemical-resistant
gloves such as barrier laminate or butyl rubber > 14 mils, shoes plus socks.

Users should wash hands before eating, drinking, chewing gum, using tobacco, or using
the toilet. Users should remove clothing immediately if pesticide gets inside. Then
wash thoroughly and put on clean clothing.

Users should remove personal protective equipment immediately after handling this
product. Wash the outside of gloves before removing. As soon as possible, wash
thoroughly and change into clean clothing. Following manufacturer’s instructions for
cleaning/maintaining personal protective equipment. If no such instructions for
washables, use detergent and hot water. Keep and wash personal protective equipment
separately from other laundry.

NOTICE TO VETERINARIANS: If the proper dosage of Co-Ral Fly and Tick Spray has
been applied and adverse reactions, such as bloat, excessive salivation and posterior, =
paralysis occur, it is highly probable that a host parasite reaction exists. Administer_
symptomatic treatment. Anti-inflammatory agents may be helpful. If necessary, relieve’
bloat by trocarization, as a stomach tube may traumatize a severely swollen.esephagus.-
Do not administer atropine, as it is contraindicated in host parasite reactions. If toxieity.
should occur as a result of gross overdosage, atropine by injection is antidotal, ‘

J:users\linda\labelspn\GGG0008a.lab
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Reason to Issue:  Response to Agency letter dated . Date: 1/16/98
January S, 1998 Supersedes: 10/3/97
' Page 5 of 8

(Side Panel)

USE RESTRICTIONS
For external insecticidal use only on specified animals.

Do not apply as a spray at rates above 1 quart of Co-Ral Fly and Tick Spray per

50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of
freshening. If freshening should occur within the interval after spraying, do not use milk
for human food for balance of 14 day interval.

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months
old.

Do not spray animals for 10 days before or after shipping or weaning or after exposure to
contagious and infecting diseases.

Do not spray in a confined, non-ventilated area.

Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneously
or within a few days before or after treatment or exposure to cholinesterase-inhibiting

drugs or pesticides. Atropine by injection is antidotal. Consult veterinarian at the first
sign of adverse reaction.

Do not apply this product in a way that will contact workers or other persons, either
directly or through drift. Only protected handlers may be in the area during application.

Individuals must limit the number of animals they treat per day with hand held sprayers
to no more than 100, if the animals are treated at the maximum label rate, 200 if they are
treated at /2 maximum label rate, etc.

as ew~
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Reason to Issue:
January

5, 1998

Response to Agency letter dated

. Date: 1/16/98
Supersedes: 10/3/97
Page 6 of 8

(Back Panel)

RECOMMENDED APPLICATIONS

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL FLY AND TICK SPRAY
PER 50 GALLONS OF WATER. FOR LACTATING DAIRY CATTLE DO NOT
APPLY MORE THAN 1 QUART OF CO-RAL FLY AND TICK SPRAY PER

50 GALLONS OF WATER.
OUNCES
QUARTS PER
PER 4
50 GALLONS
GALLONS OF

ANIMAL | PARASITE | OF WATER | WATER | REMARKS
Beef and | Horn Flies 2 5 SPRAY TREATMENTS:
Non- Lice Apply specified dosage for
Lactating a complete wetting to run-off.
Dairy Ticks 4 10 Treat no more than six times
Cattle per year. Do not make

applications less than 10 days

apart.
Lactating | Lice 1 2% SPRAY TREATMENT(S):
Dairy Flies Apply specified dosage for a
Cattle complete wetting to run-off.

Treat no more than six times

per year. Do not make

applications less than 10 days

apart. :

J:users\linda\labelspr\GGG0008a.lab
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Reason to Issue:

January 5, 1998

Response to Agency letter dated

Date: 1/16/98
Supersedes: 10/3/97
Page 7 of 8

(Back Panel)

ANIMAL

PARASITE

REMARKS

Backrubber
for Beef and
Lactating
Dairy Cattle

Hom Flies
Face Flies

Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil
or No. 2 diesel fuel (or 9 % oz Co-Ral per gallon) .
Saturate the fiber portion of the backrubber with this
mixture. Place the backrubber where animals
congregate or travel regularly. For dairy cattle
suspend at a height that will prevent straddling.
Resaturate backrubber as needed. NOTE: For most
effective face fly control the rubber should be
constructed so as to permit the animal to rub its face.
No interval is required between treatment and
slaughter or use of milk.

ANIMAL

PARASITE

QUARTS
PER
50
GALLONS
OF WATER

OUNCES
PER
4
GALLONS
OF WATER

REMARKS

Horses

(Not intended
for slaughter)

Hormn Flies
Lice

2

5

SPRAY
TREATMENT(S): Apply
specified dosage for
complete wetting.

Ticks

10

Treat thoroughly all
wounds and injuries.
Treat no more than six
times per year. Do rot
make applications less

¢ ce(Ct

than 10 days apart.

J:users\linda\labelspr\GGG0008a.lab
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.Date: 1/16/98

Reason to Issue:  Response to Agency letter dated
January 5, 1998 Supersedes: 10/3/97
Page 8 of 8
(Back Panel)
QUARTS OUNCES
PER PER
50 4
GALLONS | GALLONS
ANIMAL PARASITE | OF WATER | OF WATER | REMARKS
Swine Lice 2 5 SPRAY
TREATMENT(S): Apply
specified dosage for a
complete wetting to run-
off. Treat no more than
six times per year. Do
not make applications less
than 10 days apart.
STORAGE AND DISPOSAL

Do not contaminate water, food or feed by storage or disposal.

STORAGE: Do not allow to freeze. Keep from extreme heat.

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot

be disposed of by use according to label directions, contact your State Pesticide or _
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA
Regional Office for guidance.

3

Container Disposal: Triple rinse (or equivalent). Then offer for recycling or .
reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if
allowed by state and local authorities, by burning. If burned, stay out of smeke.

J:users\linda\labelspr\GGG0008a.lab
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Application for Pesticide
OPP No. 251090
Amendment for Co-Ral Fly and Tick Spray (EPA Reg. No. 11556-115)

Enclosed for Agency acceptance are five (5) copies of draft labeling (dated 1/16/98) for
Co-Ral Fly and Tick Spray, EPA Reg. No. 11556-115. The enclosed draft labeling is

identical to the labeling accepted by the Agency in an October 29, 1998 letter with only
two changes.

The first change is a change in the product name from Co-Ral Livestock Insecticide
Spray to Co-Ral Fly and Tick Spray. This change was effected by notification (EPA
Identifier No. 251089) on January 13, 1998 as per PR Notice 95-2, and approved by the
Agency (letter dated January 21, 1998).

The second change is the nominal percent active ingredient has been changed from 5.8%
to 6.15%, and the inert ingredients have been changed from 94.2% to 93.85%. These
new percentages are the same as those listed on the current CSF (attached) which was
accepted by the Agency in Notice of Pesticide Registration dated July 21, 1994.

Subsequently, Bayer Corporation received a review (dated January 5, 1998) for the
Confidential Statement of Formula (CSF) for Co-Ral Livestock Insecticide Spray (EPA
Reg. No. 11556-115). The CSF was deemed unacceptable since the percent active
ingredient on the CSF did not agree with the percent active on product label. The
nominal percent active ingredients on the CSF and product label were technically correct
since they both fall within the upper and lower limits set forth in the CSF, and have been
accepted in the past by the Agency.

To resolve this, on January 15, 1998, Greg Gagliano, Bayer scientific and regulatory
specialist, contacted Linda DeLuise of your staff for guidance. Ms. DeL uise agreed that
while the percent active ingredient was technically correct, it would be in clearer for
everyone if the percentage stated on the product label (the nominal concentration)

matched the percentage stated in column 13.b on the CSF. Thus, the enclosed draft
labeling reflects this.

As the proposed action does not require any new data review, we anticipate the Agency
will expeditiously accept the enclosed draft labeling.

ases
tecans
XXX} .".':
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Plesse read Instructions on reverse before cclnﬂotim form.

Form Aggrog OMB No. 2070-0060, Approval expires 05-31-98

United States

Py
\"’EPA Environmental Protection Agency x | Amendment

Washington, DG 20460 | Other 251090

Registration OPP Identifier Number

Application for Pesticide - Section |.

1. Company/Product Number 2, EPA Product Manager 3. Proposed Classification ‘
11556-115 George T. LaRocca '
4. Company/Product (Name) PM# ' : D None D Restricted
Co-Ral Fly -and Tick Spray 13

S. Name and Address of Applicant {Inc/uda ZIP Codsl

Bayer Corporation
Aggicultuge Division, Animal Health

PO Box 390
Shawnee Mission, KS 66201-0390

D Check if this is 8 new address

6. Expedited Review. In accofdance with FIFRA Section 3(c){3)
(b){i), my product is similar or identical in composition and labeling
to: .

EPA Reg. No.

Product Name

Section - Il

Amendment - Explain below.

D Resubmission in response to Agency letter dated

m Notification - Explain below.

Final printed labels in response to
Agency letter dated

D *Me Too" Application.

D Other - Explain below. -

o

See Attached

Explanation: Use additional page(s) if necessary. (For section | and Section I1.)

Section - il

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
Yes® Yes Yes Metal
Plastic
No No No Glass
. , If "Yes" " No. per If "Yes" No. per _ Paper
¢ cemﬁc_atm" must Unit Packaging wgt. container Package wgt container Other (Specify)
’ubm:ttod : | :
i ocation of Net Contents Information 4. Size(s) Retail Container S Locanon of Label Dlrecuons
S . On Label
D Label D Container ) On Labeling accompanying product
6. Manner in Which Label is Affixed to Product Lithograph BT D Other T
Paper glued
- Stenciled

Section - IV -

1. Contact Point {Complete items d/racf/y below for Idenf/f cation of individual to be contactod if nacossary, to process this applfcqurﬂ

A A

Name Title Manager s Telaphone No.s(incl3ip Area Code)
F. T. McNamara I Preclinical Development (913) 263 2588
- - X XA A
Certification e * 6. Dae Appllcatlon
| certify that the statements | have made on this form and all attachments thereto are truo, accurate and complpia.e o RquNed.
{ acknowledge that any knowingly false or misleading statement may be punnshablo by ﬁno or imprisonment or * ¢ 'smped)
both under applicable law. e R agsese oo
2. Sugnature 3. Tite ’ . e cssee -
. 3 @ o8 .
,ﬁ J %M Mandger, Preclinical Development ‘eves
- ‘o ®
4. Typed Name 5. Date e’
F. T. McNamara //9@ /9?

EPA Form 8570-1 (Rev. 8-94} Previous editions are obsolete.

White - EPA Flle Copy (original}  Yeltow <Appiicant Copy
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APERMORK REDUCTION ACT NOTICE and IRSTRUCTIONS S
REDUCTI ICE: Public reporting burden for-this collection of informstion is estimeted

to gverage 0.85 hour per response, including time for reviewing instructions, searching existing data sources, gathering and
mntnm\nn the data needed, and completing and reviewing the collection of information. Send comments regarding the burden
ektisate or any other aspect of this collection of information, including suggestions for reducing this burden, to Chief,
Information Policy Branch, PN-223, U.S. Enwironmental Protection Agency, 401 R Street, SM, Washington, DC 20660 and to the
office of Information and Regulatory Affairs, Office of Nansgement and Budget, Ihthimtm, DC 20503.

INSTRUCTIONS: Tthis form is to be used for all applications for new registration, end use reregistration, amendsent,
resubmission, to applications for notifications, final printed labeling, reregistration, etc. In order to process an
application for a new registration sutmitted on this form, the following meterial must accompanyy the application:

1. Certification with Respect to Citation of Data (EPA Form 8570-29). [If not exempted by 40 CFR 152.81 (b) (4));

2. Confidential Statement of Formula (EPA Fora 8570-4);

3. Formulator's Exemption Statement (EPA Form 3570-27);

4. Five copies of draft labeling;

5. Three copies of any data submitted;

6. Authorization letter where applicable;

7. Matrices shere applicable.
Submission of Labeling - Labeling should first be submitted in the form of draft labels with all applications for new
registration. Such draft labels may be in the form of typed label text on 8.5 x 11 inch psper or a mockup of the
label. If prepared as a mockup, it should be constructed in such a uay as to facilitate storage in an 8.5 x 11 inch file.
Mockup labels significantly smaller than 8.5 x 11 inches should be mounted on 8.5 x 11 inch paper for submission.
Submission of Data - Data submitted in support of this spplication mmst be submitted in accordance with PR Notice 86-5.

SPECIFIC INSTRUCTIONS: please read the instructions listed below before completing this application. First

determine the, type of registration action, listed in Block A, for which you are subwitting this application. For

applications submitted in connection with Meuw Registration actions, Sections I, III, and IV sust be completed by the ,
applicant. For applications submitted in connection with amended registration actions, resubmissions, notifications, .
reregistrations, etc., Sections I, II, and IV must be completed by the applicant.

Block A - Check the appropriate action for which you are submitting this form.

SECTION I - this section must be completed, as applicable, for sll regictration actions.

1.” Compeny/Product Wumber - Insert your Company Mumber, if onz has been assigned by EPA. This mmber may have been assigned
to you as a basic registrant, a distributor, or as an establistment. If your product is registered, insert the Produxt
Mumber.

2. EPA Product Manager - If known, fill lnthemdl‘lmof&eﬂlmm

3. Proposed Classification - Speclfy the proposed classification of this product.

4. Product Name - Enter the complete product name of this pesticide as it will appeor on the label. The name must be
specific to this product only. Duplication of names is not permitted among products of the same company. Do not include
any brand name or company line designations.

5. flame and Address of Applicant - The name of theflr-orpum-rluﬂ-eudnn in your application is the person or firm
to shom the registration will be issued. If you are acting in behalf of another party, you must submit authorization from
that party to act for them in registration matters. An applicant not residing in the United States must have an
authorized agent residing in the United States to act for them in all registration matters. The name and complete mailing
address of such an agent must accompeny this application.

6. Expedited Review - FIFRA section 3 (c) 3 (B) provides for expedited review of spplications for registration, or amendments
to existing registrations, that are similar or identicel to other pesticide products that are currently registered with
the EPA. In order for your application to be eligible for expedited review, you must provide us with the EPA Registration
Number and product name of the product you believe is similer to or identical to your product. The product must be :
similar or identical in both formulation and labeled uses. .

SEQI ION I1 - This section must be completed for all applicetions subwitted to smend the registration only of s currently
registered product (Amendment), for a resubmission in response to an Agency letter, for notifications to the Agency, for the
submission of final printed labeling, for reregistration and for any other action that pertains to a specific EPA-registered
product. This section is pot to be used for a new application for registration.
. Subject of submission - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief
explanation of the purpose(s) for the submission, such as ®“the adfition of a site, pest or crop (specify)”; “amend the
Cmﬂdentlal Statement of Formula by..."; "reregistration submission®; general label revision of use directions.® Attach
@ seperate page if additional space is needed.

SECTION III (Packaging and Container Informatiom) - mis section mat be completed for all applications

submitted in connection with new registration or applicable smendwents.

1. Type of Packaging - Check the appropriate block if your product will be packaged in the indicated packaging types.
Indicate the size of the individusl packets and mmber per retail container.

2. Type of Retail Container - Indicate type of containes in which product will be marketed.

3. Location of Net Contents - Specify the net contents of all retail containers for your product.

4. $ize(s) of Retail Container - Specify the net contents of all retail containers for your product.

5. Location of Use Directions - Indicste the location of the we directions for your

6. Mermer in ubich label iz affixed to product - Indicote the aothoed product label is ltw to retail container.

: a - This Section mmt be cumpleted for oll applications for Zegistration actions, i.e.,
new pro:hcts registration, resubmission, "me-too,* reregistration, efe.
1-5. Self-explanatory.
6. EPA Use Only.
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Application for Pesticide
OPP No. 251091
Confidential Statement of Formula for Co-Ral Fly and Tick Spray
(EPA Reg. No. 11556-115); Agency Letter dated January 5, 1998

Enclosed for Agency review and acceptance is a Confidential Statement of Formula
(CSF) for Co-Ral Fly and Tick Spray (EPA Reg. No. 11556-115).

In explanation, on October 30, 1997, Bayer submitted an application for a revised
Confidential Statement of Formula (CSF) for Co-Ral Livestock Insecticide Spray (EPA
Reg. No. 11556-115). The Agency responded in a January 5, 1998 letter which stated the
CSF was deemed unacceptable since the percent active ingredient on the CSF did not
agree with the percent active on product label.

The percent active ingredient on the label was 5.8% (the nominal concentration).
Although 5.8% is between the upper and lower certified limits of 5.5% and 6.8%,
respectively on the CSF, the midpoint of the certified limits is 6.15% and this value is in
column 13.b of the CSF.

To obtain guidance on how to resolve this matter, on January 15, 1998, Greg Gagliano,
Bayer scientific and regulatory specialist, contacted Linda DeLuise of your staff.

Ms. DeLuise agreed that while the percent active ingredients listed were technically
correct, it would be clearer for everyone if the percentage stated on the product label
matched the midpoint of the upper and lower certified limits stated on the CSF.

Accordingly, Bayer has submitted an application for label amendment to revise the
nominal concentration on the label from 5.8% to 6.15% (a copy of this application is
enclosed). Please note, in the interim Bayer has changed the name of the product from
Co-Ral Livestock Insecticide Spray to Co-Ral Fly and Tick Spray by a January 12, 1998
notification to the Agency and accepted by the Agency (letter dated January 21, 1998).

The enclosed CSF is identical to that which Bayer submitted earlier on October 30, 1997
and the Agency previously reviewed in the Agency’s January 5, 1998 letter, with only
one change. The product name on the enclosed CSF is Co-Ral Fly and Tick Spray to
reflect the name change of the product (again, effected by a January 12, 1998
notification).

When the Agency accepts the revised labeling, the Agency should also accept the  eees
enclosed CSF. As the proposed action does not require any new data review, we ~ ****

anticipate the Agency will expeditiously accept the enclosed CSF. E- cete
X:linda\epadoc\gggepa21.doc l'/:2.§»‘9:&
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FER 19 1938

Mr. F. Terry McNamara

Bayer Corporation

P.O. Box 300

Shawnee Mission, KS 66201-0390

Dear Mr. McNamara:

Subject: Confidential Statement of Formula- Basic Formulation
Co-Ral Livestock Insecticide Spray
EPA Registration Number 11556-115
Your submission dated January 26, 1998

Your basic Confidential Statement of Formula (CSF)

dated January 28, 1998 has been reviewed and is acceptable.

Sincerely yours,

George T. LaRocca

Product Manager (13)
Insecticide-Rodenticide Branch
Registration Division (7505C)
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DATE OUT:17/FEB/1998

SUBJECT: PRODUCT CHEMISTRY REVIEW OF: Manufacturing-Use [ ] End-Use Product [X]
BARCODE No.: 242773 EPA RECEIVED DATE: 30/JAN/1998 REG./File Symbol No.: 11556-115
PRODUCT NAME:_Co-Ral Fly and Tick Spray, 6.15% Coumaphos Technical MRID Nos.: None
COMPANY NAME: Bayer Corporation Action Code:346

FROM: Sami Malak, Chemist /S/
Technical Review Branch/Registration Division (7505C)

TO: 03 Susan Lewis/Linda DeLuise
Insecticide Branch/Registration Division (7505C)

INTRODUCTION:

With this re-submission, the applicant, Bayer Corp, responded to EPA Letter of 05/JAN/1998 and
submitted a revised label EPA received 30/JAN/1998 and a revised CSF, a basic formulation dated
28/JAN/1998, for this end-use product, Co-Ral Fly and Tick Spray. The product contains 6.15%
Coumaphos Technical.

FINDINGS:

The applicants complied with EPA letter of 05/JAN/1998 and made the following revisions to
product’s label and CSF:

1. Product’s label, EPA received 30/JAN/1998, reflects: (a) a change in product’s name from
Co-Ral Livestock Insecticide to Co-Ral Fly and Tick Spray. The name change was
approved by the Agency in a letter dated 21/JAN/1998; and (b) Change in the nominal
concentration from 5.8% to 6.15% for consistency with the claim on product’s CSF.

2. Product’s CSF, a basic formulation dated 28/JAN/1998, reflects a nominal concentration of
6.15% for consistency with label claim. The upper and lower certified limits are consistent

with the nominal concentration’s concept as per the regulations of PR Notice 91-2.

CONCLUSIONS:

The applicant complied with EPA’s letter of 05/JAN/1998 and made the requested revisions to
product’s label, EPA received 30/JAN/1998, and CSF, a basic formulation dated 28/JAN/1998.
The label and CSF are acceptable.

NOTE TO CRM:

The applicant should be advised to revise product’s label to included a statement regarding the
"Storage and Disposal" of this product.

Sami Malak and Central File (Reg. No.11556-115).
7505C:RD:TRB:CM-2:Rm256:s.malak:17/FEB/1998:703-308-9365: < 11556-115 >
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Application for Pesticide
OPP No. 251090
Amendment for Co-Ral Fly and Tick Spray (EPA Reg. No. 11556-115)

Enclosed for Agency acceptance are five (5) copies of draft labeling (dated 1/16/98) for
Co-Ral Fly and Tick Spray, EPA Reg. No. 11556-115. The enclosed draft labeling is
identical to the labeling accepted by the Agency in an October 29, 1998 letter with only
two changes.

The first change is a change in the product name from Co-Ral Livestock Insecticide
Spray to Co-Ral Fly and Tick Spray. This change was effected by notification (EPA
Identifier No. 251089) on January 13, 1998 as per PR Notice 95-2, and approved by the
Agency (letter dated January 21, 1998).

The second change is the nominal percent active ingredient has been changed from 5.8%
to 6.15%, and the inert ingredients have been changed from 94.2% to 93.85%. These
new percentages are the same as those listed on the current CSF (attached) which was
accepted by the Agency in Notice of Pesticide Registration dated July 21, 1994.

Subsequently, Bayer Corporation received a review (dated January 5, 1998) for the
Confidential Statement of Formula (CSF) for Co-Ral Livestock Insecticide Spray (EPA
Reg. No. 11556-115). The CSF was deemed unacceptable since the percent active
ingredient on the CSF did not agree with the percent active on product label. The
nominal percent active ingredients on the CSF and product label were technically correct
since they both fall within the upper and lower limits set forth in the CSF, and have been
accepted in the past by the Agency.

To resolve this, on January 15, 1998, Greg Gagliano, Bayer scientific and regulatory
specialist, contacted Linda DeLuise of your staff for guidance. Ms. DeLuise agreed that
while the percent active ingredient was technically correct, it would be in clearer for
everyone if the percentage stated on the product label (the nominal concentration)
matched the percentage stated in column 13.b on the CSF. Thus, the enclosed draft
labeling reflects this.

As the proposed action does not require any new data review, we anticipate the Agenoy |

will expeditiously accept the enclosed draft labeling. : eeet
: .o : L] : . .
* s * . XXX} .
ae : (X ] . eses
x:linda\epadoc\gggeap22.doc 1/26/98
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APPLICATION FOR PESTICIDE

OPP No. 251089

Notification of Product Name Change per PR Notice 95-2.

Bayer Corporation, Animal Health is changing the name of its product Co-Ral Livestock
Insecticide Spray (EPA Reg. No. 11556-115) to Co-Ral Fly and Tick Spray.

. [
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS

\ PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of information is estimated to average 0.85 hour per
response, including time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and
reviewing the collection of information. Send comments regarding the burden estimate or any other aspect of this collection of information, including
suggestions for reducing this burden, to Chief, information Policy Branch, (2136), U.S. Environmental Protection Agency, 401 M Street, SW,
Washington, DC 20460.

INSTRUCTIONS: This form is to be used for all applications for new registration, end use reregistration, amendment, resubmission, to applications
for notifications, final printed labeling, reregistration, etc. In order to process an application for a new registration submitted on this form, the
following material must accompany the application:

Certification with Respaect to Citation of Data (EPA Form 8570-29). [If not exempted by 40 CFR 152.81 (b) (4)];
Confidential Statement of Formula (EPA Form 8570-4);

Formulator’'s Exemption Statement (EPA Form 8570-27);

Five copies of draft labeling;

Three copies of any data submitted;

Authonization letter where applicable;

Matrices where applicable.

NoOswN

Submission of Labeling - Labeling should first be submitted in the form of draft labels with all applications for new registration. Such draft labels may be
in the form of typed label text on 8.5 x 11 inch paper for submission or a mockup of the proposed label. If prepared for mockup, it should be
constructed in a way as to facilitate storage in an 8.5 x 11 inch file. Mockup labels significantly smaller than 8.5 x 11 inches should be mounted on 8.5

x 11 inch paper for submigsion.
Submission of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5. .

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. First determine the type of registration
action, listed in Block A, for which you are submitting this application. For applications submitted in connection with New Registration actions, Sections
I, 14, and IV must be completed by the applicant. For applications submitted in connection with amended reregistration actions, resubmissions,
notifications, reregistrations, etc., Sections I, I, and IV must be completed by the applicant.

Block A - Check the appropriate action for which you are submitting this form.

SECTION 1| - This section must be completed, as applicable, for all registration actions.

1. Company/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have been assigned to you as a
basic registrant, a distributor, or as an establishment. If your product is registered, insert the Product Number.

2. EPA Product Manager - If known, fill in the name and PM number of the EPA Product Manager.

3. Proposed Classification - Specify the proposed classification of this product.

4. Product Name - Enter the complete product name of this pesticide as it will appear on the label. The name must be specific to this product only.
Duplication of names is not permitted among products of the same compénv. Do not include any brand name or company line designations.

5. Name and Address of Applicant - The name of the firm or person and address shown in your application is the person or firm to whom the
registration will be issued. If you are acting in behalf of another party, you must submit authorization from that party to act for them in registration
matters. An applicant not residing in the United States must have an authorized agent residing in the United States to act for them in all
registration matters. The name and complete mailing address of such an agent must accompany this application.

6. Expedited Review - FIFRA section 3 (c) 3 (B) provides for expedited review of applications for registration, or amendments to existing registratio
that are similar or identical to other pesticide products that are currently registered with the EPA. In order for your application to be eligible for
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or identical to
your product. The product must be similar or identical in both formulation and labeled uses.

SECTION 1l - This section must be completed for all applications submitted to amend the registration only of a currently registered product

(Amendment), for a resubmission in response to an Agency letter, for notifications to the Agency, for the submission of final printed labeling, for

reregistration and for any other action that pertains to a specific EPA-registered product. This section is not to be used for a new application for

registration.

1. Subject of submission - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief explanation of the purpose(s)
for the submission, such as "the addition of a site, pest or crop {specify)"; “amend the Confidential Statement of Formula by..."; "reregistration
submission®; Jdkpgia} label revision of use directions.” Attach a separate page if additional space is needed.

.
SECTION Il (Packggipg and Container Information) - This Section must be completed for all applications submitted in connection with new
registration or appligable, &mendments.
1. Type of Packaging - Check thp,qpprqpriate block if your product will be packaged in the indicated packaging types.
Indicate the size of the indiviquat pagkets and number per retail container.
. Type of Retail !:?‘“.‘1’*" - Indic.ase. e of container in which product will be marketed.
. Location of Net Contents - Indicate the location of the net contents information for your product.
Size(s) of Retail Tontainer - Sp%(':ify the net contents of all retail containers for your product.
Location of Use Direcfions - Ipdit§th%the location of tha use directions for your product.
Manner in which Pabel is affixeti ®8 pPoduct - Indicated the method product label is attached to retail container.
LX ] L]
[ ] L) [ )
SECTION IV (ContseePoint) - This Section must be completed for all applications for Registration actions, i.e., new products registration,
resubmission, 'me:tog,'"utregisuation, etc.

X EXIS

1-S. Self—explanats;y.
6. EPA Use Only.
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DATE: December 29, 1997

SUBJECT: PRODUCT CHEMISTRY REVIEW OF MP [ ] EP [X]
DP BARCODE No.:D240861 REG./File Symbol No.:_ 11556-115
PRODUCT NAME:CO-RAIL Livestock Insecticide Spray
COMPANY: Baver Corporation

FROM: Shyam B. Mathur, Chemist §;1Zfo~/QLAL)L/’
Product Chemistry Team \7;,1/% ~17)

Technical Review Branch/RD (7505C)

TO: Susan Lewis, PM 03
Insecticide Branch/RD(7505C)

INTRODUCTION

The Agency requested (September 9, 1997)the registrant to revise the
Basic Confidential Statement of Formula of this product in
compliance with PR Notice 91-2, which will reflect the nominal
label value.

SUMMARY OF FINDINGS

The Bayer Corporation submitted the revised basic formulation CSF
dated 10-28-97. The basic formulation CSF(dated 10-28-97) is not
acceptable since it is not in compliance with PR Notice 91-2. The
nominal concentration(6.15%) of the active ingredient does not
concur with the product label claim which is 5.8% (accepted Product
label dated October 29, 1997).

CONCLUSTION

The basic formulation CSF (dated October 28, 1997)is not acceptable.
The registrant must submit a revised CSF which must be in
accordance with PR Notice 91-2, according to which the nominal
concentration of the active ingredient must concur with the product
label claim of the active ingredient.
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Reason to Issue:  To propose changes in accordance Date: 10/3/97

with the RED Supersedes: 7/7/94
Page 1 of 8
(Front Panel)
Co-Ral®
(coumaphos)

LIVESTOCK INSECTICIDE SPRAY

For Control of Horn Flies, Face Flies, Lice and Ticks

Percent
by Weight
Active Ingredient:
0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-7-yl)
phosphorothioate . . . . . .. ... ... .. ........... 5.8%
Inert Ingredients®: . . . . ... ... ... ... ... 94.2%
Total . . . . . . . 100.0%

*Contains aromatic petroleum distillates.

This product contains 0.25 1b 0,0-Diethyl 0-(3-chloro-4-methyl-2-ox0-2H-1-benzopyran-

7-yl) phosphorothioate per half gallon.

EPA Reg No. 11556-115

EPA Est. No. 11556-KS-1

KEEP OUT OF REACH OF CHILDREN

WARNING

SEE BACK AND SIDE PANELS FOR STATEMENTS OF PRACTICAL

TREATMENT AND OTHER PRECAUTIONARY STATEMENTS
NET CONTENTS: 1.892 L (0.50 gallon)

Bayer Corporation
Agriculture Division
Animal Health
P.O. Box

Shawnee Mission, Kansas 66 ﬁreﬁ\E P T ED
0CT 29 1997

Under the Federal Insacticide,
Fungiclds. and Rodenticiide Act,
as ameaded, for the pesticide

rogisterod under
| EPA Reg. No. 3G- 4,

J:users\linda\labelspr\GGGO0008.1ab
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To propose changes in accordance

Reason to Issue:
- with the RED

Date: 10/3/97
Supersedes: 7/7/94

Page 2 of 8

(Side Panel)

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. Causes
moderate eye irritation. Avoid contact with skin, clothing or eyes. Wash thoroughly with
soap and warm water after handling. Wash contaminated clothing with soap and hot
water before use.

STATEMENTS OF PRACTICAL TREATMENT

If swallowed: Call a physician or Poison Control Center immediately. If possible,
vomiting should be induced under medical supervision. Drink one or two
glasses of water and induce vomiting by touching the back of throat with
finger. Do not induce vomiting or give anything by mouth to an
unconscious person.

If inhaled: Remove victim to fresh air. Apply artificial respiration if indicated. Get
medical attention if victim displays signs of poisoning.

If on skin: Remove contaminated clothing and wash affected areas with soap and
water. Get medical attention if irritation appears.

If in eyes: Flush eyes with plenty of water. Call a physician immediately.

Atropine sulfate by injection is antidotal. Repeat as necessary to the p,qmt
of tolerance. 2-PAM is also antidotal and may be administered in

To Physician:

conjunction with atropine. .
[ X ] [ ]
[ ] e o
*e [ ]
[ ]
® [ N ]
L] [ ] [ ]
[ X X N ]
[ X X ] L ]
[ ] [ ]
o0

J:users\linda\labelspr\GGG0008.1ab
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Reason to Issue:  To propose changes in accordance Date: 10/3/97
: with the RED Supersedes: 7/7/94
Page 3 of 8

(Side Panel)

ENVIRONMENTAL HAZARDS

This pesticide is toxic to birds, fish and aquatic invertebrates. Do not apply directly to
any body of water. Coumaphos washed off of wading treated livestock may be hazardous
to aquatic organisms. Do not contaminate water when disposing of equipment washwater
or rinsate.

Premise Precautions: Do not spray in a confined, non-ventilated area. Do not treat
areas such as feed bunks, mangers, or troughs where livestock feed or drink. Do not
contaminate water, food, feedstuffs, food or feed handling equipment, or milk or meat
handling equipment.

LIMITED WARRANTY AND
LIMITATION OF DAMAGES

Bayer Corporation, Agriculture Division, Animal Health warrants that this material
conforms to the chemical description on the label. BAYER CORPORATION MAKES
NO OTHER EXPRESS OR IMPLIED WARRANTY, INCLUDING ANY OTHER
EXPRESS OR IMPLIED WARRANTY OF FITNESS OR MERCHANTABILITY, and
no agent of Bayer Corporation is authorized to do so except in writing with a specific
reference to this warranty. Any damages arising from a breach of this warranty shall be
limited to direct damages and shall not include consequential commercial damages such
as loss of profits or values, etc.

Co-Ral is a Reg. TM of the parent company of Bayer Corporation

DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its cons

labeling. XX

Co-Ral Livestock Insecticide Spray mixes easily with water to from an emulsion which is :, .e ,:
easily applied with ordinary spray equipment. One spray treatment is highly effective for *es’
control of flies, lice and ticks and provides residual control. oo * : E : : .

J:users\linda\labelspr\GGGO0008.1ab
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Reason to Issue:  To propose changes in accordance Date: 10/3/97
: with the RED Supersedes: 7/7/94
Page 4 of 8

(Side Panel)

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects
reappear and constitute a problem.

Backrubber Application for Horn Flies and Face Flies: Co-Ral Livestock Insecticide
Spray is ideal for backrubber application. When properly mixed and applied, effective
control of horn flies and face flies will be achieved. Best control is obtained when
backrubbers are strategically located and properly treated. No. 2 furnace oil (fuel oil) or
No. 2 diesel fuel oil is recommended for mixing with Co-Ral Livestock Insecticide Spray
for use in backrubbers. Use of other oils may result in sludge formation that will prevent
proper distribution in the reservoir-type backrubber.

Entry Restriction: Do not contact treated animals until their coats are dry.
PROTECTIVE CLOTHING STATEMENT

Applicators and other handlers must wear long sleeve shirt, long pants, chemical-resistant
gloves such as barrier laminate or butyl rubber > 14 mils, shoes plus socks.

Users should wash hands before eating, drinking, chewing gum, using tobacco, or using
the toilet. Users should remove clothing immediately if pesticide gets inside. Then
wash thoroughly and put on clean clothing.

Users should remove personal protective equipment immediately after handling this
product. Wash the outside of gloves before removing. As soon as possible, wash
thoroughly and change into clean clothing. Following manufacturer’s instructions for
cleaning/maintaining personal protective equipment. If no such instructions for
washables, use detergent and hot water. Keep and wash personal protective equipment
separately from other laundry.

NOTICE TO VETERINARIANS: If the proper dosage of Co-Ral Livestock Insecticidé.
Spray has been applied and adverse reactions, such as bloat, excessive salivation ang, , ,
posterior paralysis occur, it is highly probable that a host parasite reaction exists. *eees*
Administer symptomatic treatment. Anti-inflammatory agents may be helpful. If ¢
necessary, relieve bloat by trocarization, as a stomach tube may traumatize a severely
swollen esophagus. Do not administer atropine, as it is contraindicated in host parasite.
reactions. If toxicity should occur as a result of gross overdosage, atropine by injeéﬁoﬁ‘i.s
antidotal. *

J:users\linda\labelspr\GGG0008.1ab
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To propose changes in accordance
with the RED

Date: 10/3/97
Supersedes: 7/7/94
Page 5 of 8

Reason to Issue:

(Side Panel)

USE RESTRICTIONS
For external insecticidal use only on specified animals.

Do not apply as a spray at rates above 1 quart of Co-Ral Livestock Insecticide Spray per
50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of
freshening. If freshening should occur within the interval after spraying, do not use milk
for human food for balance of 14 day interval.

. Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months
old.

Do not spray animals for 10 days before or after shipping or weaning or after exposure to
contagious and infecting diseases. '

Do not spray in a confined, non-ventilated area.

Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneously
or within a few days before or after treatment or exposure to cholinesterase-inhibiting
drugs or pesticides. Atropine by injection is antidotal. Consult veterinarian at the first
sign of adverse reaction.

Do not apply this product in a way that will contact workers or other persons, either
‘ directly or through drift. Only protected handlers may be in the area during application.

Individuals must limit the number of animals they treat per day with hand held sprayers
to no more than 100, if the animals are treated at the maximum label rate, 200 if they are
treated at 2 maximum label rate, etc.

J:users\linda\labelspr\GGGO0008.1ab
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Reason to Issue: Date: 10/3/97
Supersedes: 7/7/94

Page 6 of 8

To propose changes in accordance
with the RED

(Back Panel)

RECOMMENDED APPLICATIONS

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL LIVESTOCK
INSECTICIDE SPRAY PER 50 GALLONS OF WATER. FOR LACTATING DAIRY
CATTLE DO NOT APPLY MORE THAN 1 QUART OF CO-RAL LIVESTOCK
INSECTICIDE SPRAY PER 50 GALLONS OF WATER.

OUNCES
QUARTS PER
PER 4
50 GALLONS
GALLONS OF

ANIMAL | PARASITE | OF WATER | WATER | REMARKS
Beefand | Horn Flies 2 5 SPRAY TREATMENTS:
Non- Lice Apply specified dosage for
Lactating a complete wetting to run-off.
Dairy Ticks 4 10 Treat no more than six times
Cattle per year. Do not make

applications less than 10 days

apart.
Lactating | Lice 1 2% SPRAY TREATMENT(S):
Dairy Flies Apply specified dosage for a
Cattle complete wetting to run-off.

Treat no more than six times

per year. Do not make

applications less than 10 dayss.

apart. XL

J:usersilinda\labelspri\GGG0008.1ab
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Reason to Issue:

To propose changes in accordance
with the RED

Date: 10/3/97
Supersedes: 7/7/94
Page 7 of 8

(Back Panel)

ANIMAL

PARASITE

REMARKS

Backrubber
for Beef and
Lactating
Dairy Cattle

Horn Flies
Face Flies

Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil
or No. 2 diesel fuel (or 9 % oz Co-Ral per gallon) .
Saturate the fiber portion of the backrubber with this
mixture. Place the backrubber where animals
congregate or travel regularly. For dairy cattle
suspend at a height that will prevent straddling.
Resaturate backrubber as needed. NOTE: For most
effective face fly control the rubber should be
constructed so as to permit the animal to rub its face.
No interval is required between treatment and
slaughter or use of milk.

ANIMAL

PARASITE

QUARTS | OUNCES
PER PER
50 4
GALLONS | GALLONS

OF WATER | OF WATER | REMARKS

Horses

(Not intended
for slaughter)

Horn Flies
Lice

SPRAY
TREATMENT(S): Apply
specified dosage for
complete wetting.

Ticks

Treat thoroughly all
wounds and injuries.f sosts
Treat no more than siXees
times per year. Do notes’
make applications less *

than 10 days apart.

J.users\linda\labelspr\GGGO0008.1ab
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Reason to Issue:

To propose changes in accordance

Date: 10/3/97

with the RED Supersedes: 7/7/94
Page 8 of 8
(Back Panel)
QUARTS OUNCES
PER PER
50 4
GALLONS | GALLONS
ANIMAL PARASITE | OF WATER | OF WATER | REMARKS
Swine Lice 2 5 SPRAY
TREATMENT(S): Apply
specified dosage for a
complete wetting to run-
off. Treat no more than
six times per year. Do
not make applications less
than 10 days apart.
STORAGE AND DISPOSAL

Do not contaminate water, food or feed by storage or disposal.

STORAGE: Do not allow to freeze. Keep from extreme heat.

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot
be disposed of by use according to label directions, contact your State Pesticide or
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA
Regional Office for guidance.

Container Disposal: Triple rinse (or equivalent). Then offer for recycling or

reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if *
allowed by state and local authorities, by burning. If burned, stay out of smoke.

J:users\linda\labelspr\GGG0008.1ab
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS

N
(AU N

t D - .
('PAPERWORK REDUCTIOR ACT NOTICE: Public reporting burden for this collection of information is estimated to aveiage 0.85 hour per
response, including time for raviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and
reviewing the collection of information. Send comments regarding the burden estimate or any other aspect of this collection of information, including
suggestions for reducing this burden, to Chief, Information Policy Branch, (2136), U.S. Environmental Protection Agency, 401 M Street, SW,

Washington, DC 20460.

INSTRUQTIONS: This form is to be used for all applications for new registration, end use reregistration, amendment, resubmission, to applications
for notifications, final printed labeling, reregistration, etc. In order to process an application for a new registration submitted on this form, the
following material must accompany tha application:

Certification with Respact to Citation of Data (EPA Form 8570-29). [If not exempted by 40 CFR 152.81 (b} (4)];
Confidential Statement of Formula (EPA Form 8570-4);

Formulator's Exemption Statement (EPA Form 8570-27);

. Five copies of draft labaling;

. Three copies of any data submitted;

. Authorization letter where applicable;

. Matrices where applicable.

NoobwNn-=

Submission of Labeling - Labeling should first be submitted in the form of draft labels with all applicetions for new registration. Such draft labels may be
in the form of typed label text on 8.5 x 11 inch paper for submission or a mockup of the proposed labe!. If prepared for mockup, it should be
constructed in a way as to facilitate storage in an 8.5 x 11 inch file. Mockup labels significantly smaller than 8.5 x 11 inches should be mounted on 8.5
x 11 inch paper for submission.

Submission of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5.

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. First determine the type of registvatjon‘
action, listed in Block A, for which you are submitting this application. For applications submitted in connection with New Registration actions, Sections
I, Ill, and IV must be completed by the applicant. For applications submitted in connection with amended reregistration actions, resubmissions,
notifications, reregistrations, etc., Sections |, Il, and 1V must be completed by the applicant.

Block A - Check the appropriate action for which you are submitting this form.

SECTION | - This section must be completed, as applicable, for all registration actions.

1. Company/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have been assigned to you as a
basic registrant, a distributor, or as an establishment. If your product is registered, insert the Product Number.

2. EPA Product Manager - If known, fill in the name and PM number of the EPA Product Manager.

3. Proposed Classification - Specify the proposed classification of this product.

4. Product Name - Enter the complete product name of this pesticide as it will appear on the label. The name must be specific to this product only.
Duplication of names is not permitted among products of the same company. Do not include any brand name or company line designations.

5. Name and Address of Applicant - The name of the firm or person and address shown in your application is the person or firm to whom the
registration will be issued. If you are acting in behalf of another party, you must submit authorization from that party to act for them in registration
matters. An applicant not residing in the United States must have an authorized agent residing in the United States to act for them in all
registration matters. The name and complete mailing address of such an agent must accompany this application.

6. Expedited Review - FIFRA section 3 (c) 3 (B) provides for expedited review of applications for registration, or amendments to existing registrations,
that are similar or identical to other pesticide products that are currently registered with the EPA. In order for your application to be eligible for
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or identical to
your product. The product must be similar or identical in both formulation and labeled uses.

SECTION Ul - This section must be completed for all applications submitted to amend the registration only of a currently registered product

{Amendment), for a resubmission in response to an Agency letter, for notifications to the Agency, for the submission of final printed iabeling, for

reregistration and for any other action that pertains to a gpecific EPA-registered product. This section is not to be used for a new application for

registration.

1. Subject of submission - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief explanation of the purpose(s)
for the submission, such as "the addition of a site, pest or crop (specify)”; "amend the Confidential Statement of Formula by..."; “reregistration
submission®; "general label revision of use directions.” Attach a separate page if additional space is needed.

L L ]
SECTION Il (Pacthy and Container Information) - This Section must be completed for all applications submitted in connection with new
registration or appligghlg amendments.
1. Type of Paekdb[np.-.check the appropriate block if your product will be packaged in the indicated packaging types.
.Ipd;it.:a.t.e the size of the individual packets and number per retail container.
2. :Typo o!’ Retail Container - Indicate type of container in which product will be marketed.
3. Location of Net Contents - Indicate the location of the net contents information for your product.
4. :312)2)°of Retail Container - Specify the net contents of all retail containers for your product.
S. dtation of Uge’DRrections - Indicate the location of the use directions for your product.
6. ,maqrm in which label is affixed to product - Indicated the method product label is attached to retail container.
(XX NN ] [ ]
SECTIQN IV (Comtact Point) - This Section must be completed for alt applications for Registration ections, i.e., new products registration,
resubmission, -mS«J,: reregistration, etc.

1-5. Self-explana%orv.' ¢
6. EPA Use OnlY.
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via Federal Express October 7, 1997

Office of Pesticide Programs
Document Processing Desk (AMEND)
U.S. Environmental Protection Agency
Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202

" Attachments:  » Application for Pesticide Amendment (OPP #244553) - Co-Ral (coumaphos)
° Flowable Insecticide
- 5 copies Draft Labeling
- 2 copies Certification with Respect to Citation of Data
* Application for Pesticide Amendment (OPP #244552) - Co-Ral (coumaphos)
Animat Insecticide 1% Shaker Can
- 5 copies Draft Labeling
- 2 copies Certification with Respect to Citation of Data
* Application for Pesticide Amendment (OPP #253401) - Co-Ral (coumaphos)
Emulsifiable Livestock Insecticide :
- 5 copies Draft Labeling -
- 2 copies Certification with Respect to Citation of Data
* Application for Pesticide Amendment (OPP #253399) - Co-Ral (coumaphos)
Animal Insecticide 25% Wettable Powder
o - 5 copies Draft Labeling
- 2 copies Certification with Respect to Citation of Data
* Application for Pesticide Amendment (OPP #253400) - Co-Ral (coumaphos)
25% Dust Base P
- 5 copies Draft Labeling
- 2 copies Certification with Respect to Citation of Data
* Application for Pesticide Registration (OPP #253403) - Coumaphos Technical
- 5 copies Draft Labeling
- 2 copies Certification with Respect to Citation of Data
* Application for Pesticide Registration (OPP #244554) - Co-Ral (coumaphos)
Animal Insecticide 1% Bulk Dust
- 5 copies Draft Labeling
- 2 copies Certification with Respect to Citation of Data
* Application for Pesticide Registration (OPP #253402) - Co-Ral (coumaphos)
Livestock Insecticide Spray
- 5 copies Draft Labeling
- 2 copies Certification with Respect to Citation of Data

J:users\Mlinda\doc\GGG0013.Doc 10/3/97
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ATTACHMENT FOR OPP #253402
APPLICATION FOR PESTICIDE AMENDMENT

Enclosed for Agency acceptance are 5 copies of draft labeling, dated 10/3/97, for Co-Ral
(coumaphos) Livestock Insecticide Spray, EPA Reg. No. 11556-115. The enclosed draft labeling
is based on the label which the Agency accepted on 7/21/94 with the changes detailed below.
The proposed label changes enclosed with this submission are based on EPA comments in a
CBRS 11/15/94 memorandum and the 8/96 Reregistration Eligibility Decision (RED).

Specifically, the following are the changes from the 7/21/94 accepted labeling:

1) The enclosed draft labeling reflects our corporate name change from Miles Inc. to
Bayer Corp.

2) Previous labeling contained the following statement under the Protective Clothing Statement
section:

“USE ONLY WHEN WEARING THE FOLLOWING PROTECTIVE CLOTHING
AND EQUIPMENT DURING MIXING/LOADING, APPLICATION, REPAIR
AND CLEANING OF MIXING, LOADING AND APPLICATION EQUIPMENT,
DISPOSAL OF THE PESTICIDE; long-sleeved shirt and long-legged pants;
chemical resistant gloves; chemical resistant shoes (or chemical resistant shoe covers
or chemical resistant boots). In addition, mixers/loaders and dip vat tank workers
must wear a chemical resistant apron and face shield or goggles and a NIOSH/MSHA
approved respiratory protection device.”

With the enclosed draft labeling, we are proposing to revise this statement using the
statement required by the RED which includes the glove statement established for
coumaphos in Supplement Three of PR Notice 93-7. The proposed statement reads as
follows:

“Applicators and other handlers must wear long sleeve shirt, long pants, chemical-
resistant gloves such as barrier laminate or butyl rubber > 14 mils, shoes plug sacks.”

“Users should wash hands before eating, drinking, chewing gum, using tobagge, dr
using the toilet. Users should remove clothing immediately if pesticide gets inside.
Then wash thoroughly and put on clean clothing.”

J:users\linda\epadoc\GGEPA18.DOC Page 1 of 4 10/3/97 o ¢
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3)

4)

3)

6)

e o
J:users\linda\epadoc\GGEPA18.DOC Page 2 of 4 101387°*

ATTACHMENT FOR OPP #253402

“Users should remove personal protective equipment immediately after handling this
product. Wash the outside of gloves before removing. As soon as possible, wash
thoroughly and change into clean clothing. Follow manufacturer’s instructions for
cleaning/maintaining personal protective equipment. If no such instructions for
washables, use detergent and hot water. Keep and wash personal protective
equipment separately from other laundry.”

On the enclosed draft labeling, we have deleted all recommendations for control of
screwworms on cattle and horses by spray applications.

Previous labeling contained the following statement for cattle under the Remarks section for
the Hom Flies and Lice use pattern:

“Repeat as necessary.”

With the enclosed draft labeling, we are proposing to revise this verbiage in the following
manner:

“Treat no more than six times per year. Do not make applications less than 10 days
apart.”

Previous labeling contained the following statement for cattle under the Remarks section for
the Ticks use pattern:

“Repeat as necessary.”

With the enclosed draft labeling, we are proposing to revise this verbiage in the following
manner:

“Treat no more than six times per year. Do not make applications less than 10 days
apart.”

Previous labeling contained the following statement for lactating dairy cattle under the
Remarks section for the Lice use pattern:

“Repeat as necessary.”

With the enclosed draft labeling, we are proposing to revise this verbiage in the folfowing
manner: teee,

“Treat no more than six times per year. Do not make applications less than 10 days
apart.” oo : o0 :
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10)

11)

ATTACHMENT FOR OPP #253402

Previous labeling contained the following statement for horses under the Remarks section
for the Horn Flies and Lice use pattern:

“Repeat as necessary.”

With the enclosed draft labeling, we are proposing to revise this verbiage in the following
manner:

“Treat no more than six times per year. Do not make applications less than 10 days
apart.”

Previous labeling contained the following statement for horses under the Remarks section
for the Ticks use pattern:

“Repeat as necessary.”

With the enclosed draft labeling, we are proposing to revise this verbiage in the following
manner:

“Treat no more than six times per year. Do not make applications less than 10 days
apart.”

Previous labeling contained the following statement for swine under the Remarks section for
the Lice use pattern:

“Repeat as necessary.”

With the enclosed draft labeling, we are proposing to revise this verbiage in the following
manner:

“Treat no more than six times per year. Do not make applications less than 10 days
apart.”

The following section and statement has been added to the label under the Directions for
Use in accordance with the RED:

“Entry Restriction: Do not contact treated animals until their coats are dry.,]

The following statements have been added to the label under the Use Restrictions stttign in
accordance with the RED: eeen

® @ ®
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'ATTACHMENT FOR OPP #253402

“Do not apply this product in a way that will contact workers or other persons, either
directly or through drift. Only protected handlers may be in the area during
application.”

“Individuals must limit the number of animals they treat per day with hand held

sprayers to no more than 100, if the animals are treated at the maximum label rate,
200 if they are treated at Y2 maximum label rate, etc.”

12) The following statements have been added to the label under the Environmental Hazards
section in accordance with the RED:

“Coumaphos washed off of wading treated livestock may be hazardous to aquatic
organisms. Do not contaminate water when disposing of equipment washwater or
rinsate.”

13) The following section and statements have been added to the label in accordance with the
RED with the exception that the term “feed bunk” replaces “drinking cup” as specified on
the RED because drinking cups are not used for cattle. In addition, the words “or drink”
were added for clarity.

“Premise Precautions: Do not spray in a confined, non-ventilated area. Do not treat
areas such as feed bunks, mangers, or troughs where livestock feed or drink. Do not
contaminate water, food, feedstuffs, food or feed handling equipment, or milk or meat
handling equipment.”

Please note, the proposed revisions in the use directions do not add any uses (animals or pests);
do not increase any use rates; and are more restrictive than the currently registered use directions
which permit “Repeat as necessary” applications.

As all, except one, of the proposed modifications in the enclosed labeling were Agency
requested, and as none of the proposed modifications require data review, we anticipate ready
Agency acceptance of the proposed labeling.

Included with this application are two completed and signed “Certification with Respect to
Citation of Data” forms indicating the General Offer to Pay although all data cited in EPA’s
September, 1989 “Registration Standard (Second Round Review) for the Registration of
Pesticide Products Containing Coumaphos as the Active Ingredient,” are Bayer (formexay-Miies,
Mobay and Bayvet) data or public literature data. esee
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] United States Environmental Protection Agency - T Form Approved
o EPA Washington, DC 20460 ’ OMB No. 2070-0060
WL Certification with Respect to Citation of Data Approval Expires 11-30-93
Applicants Nama snd Address R - . | EPA File Symbol/Registration Number
Miles Inc. S RN 11556~-115.
Agriculture Division Product Name o
Animal Health Products Co-Ral Livestock Insecticide Spray
P.0. Box 390 - —" — ,
Shawnee Mission, KS 66201-0390 Dste of Applicstion  Ngvember 22, 1994

NOTE: 1 your product is a 100% repackaging of another EPA-registered product that you purchase, and
is labeled for the same uses, you do not need to submit this form. You must submit the Formulator’s
Exemption Statement (EPA Form 8570-27).

1. This application is supported by all data submitted or cited in the application. In addition, if cite-all
oplions are indicated, this application is supported by all data in the Agency’s files that concern the
properties or effects of this product that is identical or substantially similar, and that is one of the types
of data that would be required to be submitted if this application sought the initial registration of a
product of identical or similar composition and intended uses under the data requirements in effect on
the date of apropval of this application. (Check the appropriate boxes, in items 2 and 3 below, that
pertain to your application.)

2. 1 certify that, for each study cited in support of this ap;ilication for registration that is an exclusive use
study,

| | 1am the original submitter®; or
| { I bave obtained the written permission of the original data submitter to cite that study®

3. I certify that, for each study cited in support of this application for registration that is not an exclusive use
study: -

a. ki I am the original data submitter®; or
| | I have obtained the written permission of the original data submitter to cite that study®; or

b. | | Ihave notified in writing the companies that have submitted data I have cited to support this
application and have offered to: (a) Pay compensation for those data in accordance with section
3(c)(1)(D) and 3(c)(2)(D) of the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA);
and (b) Commence negotiations to determine which data are subject to the compensation
requircment of FIFRA and the amount and terms of compensation due, if any. The companies I
have notified are: (Check one)

| | All companies listed on the Pesticide Data Submitters List for all active ingredients con{ained
in my product (cite-all method or cite-all option under Selective Method®). (Also, gignethre
General Offer Statement below.)

| | Those companies that have submitted the studies which I have cited (Selective mct.hod.').

* A Data Matrix identifying these studies is attached. (Note: a Data Matrix is not required ubd2g fBe  +,.u0n
cite-all method.) o oo *ee’
Signature : Neme and Title I, Terry McNamara Oate . Teees
Biochemistry and Pesticide e L
.,é{f W(’%L/JM Registrations Manager November 22, *299%4
General QlTer to Pay: I hereby offer and agree to pay compensation to other voee
persons, with regard to the approval of this application, to the extent required.
Signature Name and Title Dete November 22, 1994

/ F. Terry McNamara
IJMWOM Biochemistry and Pesticide

EPA Form 854-29 {Rev-7-91) Registrations Manager ‘ 212




Paperwork Reduction Act Notice

Public reporting burden for this collection of information is estimated to 1.0 hours per
response, including time for reviewing instructions, certifying the existence of the
appropriate data, and completing and mailing this form. Send comments regarding the

burden estimate or any other aspect of this certification process including suggestions for
reducing the burden to: '

Chief, Information Policy Branch, PM-223
U.S. Environmental Protection Agency
401 M Street, S.W.

Washington, DC 20460

and to

Office of Management and Budget
Paperwork Reduction Project (2070-0060)
Washington, DC 20503
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United States Environmental Protection Agency
Washington, DC 20460

th Respect to Citation of Data

. 2 8 e
YEPA cenification wi

e Form Approved
‘ OMB No. 2070-0060
Approvel Expires 11-30-93

Applicants Neme and Address
Miles Inc. ‘
Agriculture Division
Animal Health Products
P.0. Box 390

Shawnee Mission, KS 66201-0390

- F EPA File Symbol/Registration Number

11556-115.

Pr

oduct Name . - :
Co-Ral Livestock Insecticide Spray

Dste of Applicstion  Ngvember 22, 1994

e -

NOTE: 1f your product is a 100% repackaging of another EPA-registered product that you purchase, and
is labeled for the same uses, you do not need to submit this form. You must submit the Formulator’s

Excmption Statement (EPA Form 8570-27).

1. This application is supported by all data submitted or cited in the application. In addition, if cite-all
options are indicated, this application is supported by all data in the Agency’s files that concern the

pertain to your application.)

study,

| | 1am the original submitter®; or

properties or effects of this product that is identical or substantially similar, and that is one of the types
of data that would be required to be submitted if this application sought the initial registration of a
product of identical or similar composition and intended uses under the data requirements in effect on
the date of apropval of this application. (Check the appropriate boxes, in items 2 and 3 below, that

I certify that, for each study cited in support of this application for registration that is an exclusive use

| | 1 have obtained the written permission of the original data submitter to cite that study*

3. I certify that, for each study cited in support of this application for registration that is not an exclusive use

study:

a. ki I am the original data submitter®; or

| | 1 have obtained the written permission of the original data submitter to cite that study®; or

b. | | I bave notified in writing the companies that have submitted data I have cited to support this
application and have offered to: (a) Pay compensation for those data in accordance with section

3(c)(1)(D) and 3(c)(2)(D) of the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA);
and (b) Commence negotiations to determine which data are subject to the compensation

requirecment of FIFRA and the amount and terms of compensation due, if any. The companies I
bave notified are: (Check one) .

| | All companies listed on the Pesticide Data Submitters List for all active ingrediends cobtained
in my product (cite-all method or cite-all option under Selective Method®). (Also; sign the
General Offer Statement below.) :

| | Those companies that have submitted the studics which I have cited (Selective method?). 2" "e"s

e o L]
* A Data Matrix identifying these studies is attached. (Note: a Data Matrix is not required pndgg the o _¢
cite-all mc"hOd') .o:oo. Xxxxl
[ a0 : e *
Signature ' Neme and Title F, Terry McNamara Date o oo
Biochemistry and zesticide ®esee’

Registrations Manager

November 22 ;.u1994

d

General Offer to Pay: I hereby offer and agree to pay compensation to other

persons, with regard to the approval of this application, to the extent required.

Signature Name end Title Date
Vol N F. Terry McNamara November 22, 1994
~,ii_[4vdbnj27Z07%&&%%4»&9 Biochemistry and Pesticide o o
EPA Form 857 (Rev-7-91) =

Registrations Manager



Paperwork Reduction Act Notice

Public reporting burden for this collection of information is estimated to 1.0 hours per
response, including time for reviewing instructions, certifying the existence of the
appropriate data, and completing and mailing this form. Send comments regarding the
burden estimate or any other aspect of this certification process including suggestions for
reducing the burden to:

Chief, Information Policy Branch, PM-223
U.S. Environmental Protection Agency
401 M Street, S.W.

Washington, DC 20460

and to

Office of Management and Budggt7
Paperwork Reduction Project (2070-0060)
Washington, DC 20503
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ATTACHMENT FOR OPP #21151,
APPLICATION FOR PESTICIDE AMENDMENT

Enclosed for Agency acceptance are 5 copies of draft labeling, dated 10/19/94, for
CO-RAL Livestock Insecticide Spray, EPA Reg. No. 11556-115. The most recent EPA
stamped-accepted labeling for Co-Ral Livestock Insecticide Spray is dated 7/21/94.

The comments EPA forwarded to Miles accompanying the accepted labeling (dated

7/21/94) have been incorporated into the enclosed draft labeling:
e The EPA Registration Number for Co-Ral Livestock Insecticide is 11556-115.

e Under the Spray Treatments for screwworms for beef and non-lactating dairy
cattle, the last sentence now reads, “Repeat as necessary but not more often

than every 14 days.”

¢ Under the Environmental Hazards Statement the following sentence was
inserted as the second sentence in the paragraph, “Do not apply directly to any
body of water.” While this sentence appears correctly on the enclosed draft
labeling, Final Printed Labeling was submitted to the Agency for review on
8/19/94, and this sentence appeared as the third (last) sentence in the
paragraph. This error was discussed with Ms. Linda Arrington of your staff,
and Ms. Arrington advised Miles to correct the label with the next printing.qu.

the labels and notify the Agency of the correction at that time. teeete
.
[ ]
¢ The statement, “Causes moderate eye irritation.” was inserted as the third® °* ’
[ ] ee
sentence, appearing before the statement, “Avoid contact with skin...”  **°*
LF00014.D0C Page 1 of 2 11/94
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e Following the IF ON SKIN statement, the phrase, “Get medical attention if

irritation appears.” was added.

The enclosed draft labeling for the Co-Ral Livestock Insecticide Spray was modified to
add flies as a pest under the Recommended Applications for lactating dairy cattle. The
enclosed draft labeling differs from the most recent EPA stamped-accepted labeling in the

following way:

e Recommended Applications was changed from, “Lactating Dairy Cattle:

Lice” to, “Lactating Dairy Cattle: Lice, Flies.”

As provided for in the regulations, we request that the requirements for efficacy data be

waived.

Included with this application are two completed and signed “Certification with Respect
to Citation of Data” forms indicating the General Offer to Pay although all data cited in
EPA’s September, 1989 “Registration Standard (Second Round Review) for the
Reregistration of Pesticide Products Containing Coumaphos as the Active Ingredient,”

are Miles (formerly Mobay and Bayvet) data or public literature data.

- As this application for amended registration does not involve any review of data, we

anticipate the Agency can act on this application expeditiously.

LF00014.DOC Page 2 of 2 11/942



Certified Mail No. 437 201 968

Document Processing Desk (AMEND)

Office of Pesticide Programs - H7504C
U. S. Environmental Protection Agency
401 M Street, SW

Washington, DC 20460-0001

Attachments: Application for Pesticide Amendment (OPP #211551)
5 copies of CO-RAL Livestock Insecticide Spray draft labeling

Certification with Respect to Citation of Data (2)
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Date: 10/19/94

Reason to Issue: To add flies as a label claim Supersedes:  7/7/94
for lactating dairy cattle Page 1 of 8
(Front Panel)
Co-Ral®
(coumaphos)

LIVESTOCK INSECTICIDE SPRAY

For Control of Horn Flies, Face Flies, Lice and Ticks

Percent
by Weight
Active Ingredient:
0,0-Diethyl O-(3-chloro-4-methyl-2-oxo0-2H-1-benzopyran-7-yl)
phosphorothioate . . . . . ... ... ... ............ 5.8%
Inert Ingredients*: . . . . . ... .. ... ... ... ... ... 94.2%
Total . . . . . . . 100.0%

*Contains aromatic petroleum distillates.

This product contains 0.25 1b O,0-Diethyl O-(3-chloro-4-methyl-2-oxo-2H-1-
benzopyran-7-yl) phosphorothioate per half gallon.

EPA Reg No. 11556-115

EPA Est. No. 11556-KS-1

KEEP OUT OF REACH OF CHILDREN

WARNING

SEE BACK AND SIDE PANELS FOR STATEMENTS OF PRACTICAL

TREATMENT AND OTHER PRECAUTIONARY STATEMENTS
NET CONTENTS: 1.892 L (0.50 gallon)

Miles Inc.
Agriculture Division
Animal Health Products
P.O. Box
Shawnee Mission, Kansas 66201 U.S.A.

FTM0013B.LAB




Date:  10/19/94

Reason to Issue: To add flies as a label claim Supersedes:  7/7/94
for lactating dairy cattle Page 2 of 8
(Side Panel)

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. Causes
moderate eye irritation. Avoid contact with skin, clothing or eyes. Wash thoroughly with
soap and warm water after handling. Wash contaminated clothing with soap and hot
water before use.

STATEMENTS OF PRACTICAL TREATMENT

If swallowed: Call a physician or Poison Control Center immediately. If possible,
vomiting should be induced under medical supervision. Drink one or two
glasses of water and induce vomiting by touching the back of throat with
finger. Do not induce vomiting or give anything by mouth to an
unconscious person.

If inhaled: Remove victim to fresh air. Apply artificial respiration if indicated. Get
medical attention if victim displays signs of poisoning.

If on skin: Remove contaminated clothing and wash affected areas with soap and
water. Get medical attention if irritation appears.

If in eyes: Flush eyes with plenty of water. Call a physician immediately.

To Physician: Atropine sulfate by injection is antidotal. Repeat as necessary to the point
of tolerance. 2-PAM is also antidotal and may be administered in
conjunction with atropine.

ENVIRONMENTAL HAZARDS o e

This pesticide is toxic to birds, fish and aquatic invertebrates. Do not apply directly, Io' .
any body of water. Do not contaminate water when disposing of equipment washwat&s or

rinsate. PR
[ A NN ]
L ]
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o000
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Date:  10/19/94

Reason to Issue: To add flies as a label claim Supersedes:  7/7/94
for lactating dairy cattle Page 3 of 8
(Side Panel Continued)
LIMITED WARRANTY AND
LIMITATION OF DAMAGES

Miles Inc., Agriculture Division, warrants that this material conforms to the chemical
description on the label. MILES INC. MAKES NO OTHER EXPRESS OR IMPLIED
WARRANTY, INCLUDING ANY OTHER EXPRESS OR IMPLIED WARRANTY OF
FITNESS OR MERCHANTABILITY, and no agent of Miles Inc. is authorized to do so
except in writing with a specific reference to this warranty. Any damages arising from a
breach of this warranty shall be limited to direct damages and shall not include
consequential commercial damages such as loss of profits or values, etc.

Co-Ral is a Reg. TM of the parent company of Miles Inc.

FTMO013B.LAB
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Date: 10/19/94

Reason to Issue: To add flies as a label claim Supersedes: ~ 7/7/94
for lactating dairy cattle Page 4 of 8
(Side Panel)
DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its
labeling.

Co-Ral Livestock Insecticide Spray mixes easily with water to from an emulsion which is
easily applied with ordinary spray equipment. One spray treatment is highly effective for
control of flies, lice and ticks and provides residual control.

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects
reappear and constitute a problem.

Backrubber Application for Horn Flies and Face Flies: Co-Ral Livestock Insecticide
Spray is ideal for backrubber application. When properly mixed and applied, effective
control of horn flies and face flies will be achieved. Best control is obtained when
backrubbers are strategically located and properly treated. No. 2 furnace oil (fuel oil) or
No. 2 diesel fuel oil is recommended for mixing with Co-Ral Livestock Insecticide Spray
for use in backrubbers. Use of other oils may result in sludge formation that will prevent
proper distribution in the reservoir-type backrubber.

PROTECTIVE CLOTHING STATEMENT

USE ONLY WHEN WEARING THE FOLLOWING PROTECTIVE CLOTHING AND
EQUIPMENT DURING MIXING/LOADING, APPLICATION, REPAIR AND
CLEANING OF MIXING, LOADING AND APPLICATION EQUIPMENT,
DISPOSAL OF THE PESTICIDE; long-sleeved shirt and long-legged pants; chemical
resistant gloves; chemical resistant shoes (or chemical resistant shoe covers or chemical
resistant boots). In addition, mixers/loaders must wear a chemical resistant apron and
face shield or goggles and a NIOSH/MSHA approved respiratory protection device.

NOTICE TO VETERINARIANS: If the proper dosage of Co-Ral Livestock Insecticide
Spray has been applied and adverse reactions, such as bloat, excessive salivation an§l- cece
posterior paralysis occur, it is highly probable that a host parasite reaction exists. «

Administer symptomatic treatment. Anti-inflammatory agents may be helpful. If
necessary, relieve bloat by trocarization, as a stomach tube may traumatize a severely ° .
swollen esophagus. Do not administer atropine, as it is contraindicated in host paraitt, , *
reactions. If toxicity should occur as a result of gross overdosage, atropine by injec§iqn 1§
antidotal. seee

FTMO0013B.LAB
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Date:  10/19/94

Reason to Issue: To add flies as a label claim Supersedes:  7/7/94
for lactating dairy cattle Page 5 of 8
(Side Panel Continued)
USE RESTRICTIONS

For external insecticidal use only on specified animals.

Do not apply as a spray at rates above 1 quart of Co-Ral Livestock Insecticide Spray per
50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of
freshening. If freshening should occur within the interval after spraying, do not use milk
for human food for balance of 14 day interval.

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months
old.

Do not spray animals for 10 days before or after shipping or weahing or after exposure to
contagious and infecting diseases.

Do not spray in a confined, non-ventilated area.
Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneously
or within a few days before or after treatment or exposure to cholinesterase-inhibiting

drugs or pesticides. Atropine by injection is antidotal. Consult veterinarian at the first
sign of adverse reaction.

FTMO0013B.LAB




Date:  10/19/94
Reason to Issue: To add flies as a label claim Supersedes:  7/7/94
for lactating dairy cattle Page 6 of 8
(Back Panel)

RECOMMENDED APPLICATIONS

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL LIVESTOCK
INSECTICIDE SPRAY PER 50 GALLONS OF WATER. FOR LACTATING DAIRY
CATTLE DO NOT APPLY MORE THAN 1 QUART OF CO-RAL LIVESTOCK
INSECTICIDE SPRAY PER 50 GALLONS OF WATER.

OUNCES
QUARTS PER
PER 4
50 GALLONS
GALLONS OF
ANIMAL | PARASITE | OF WATER [ WATER | REMARKS
Horn Flies 2 5 SPRAY TREATMENTS:
Lice Apply specified dosage for
a complete wetting to run-off.
Beef and | Ticks 4 10 Repeat as necessary.
Non-
Lactating
Dairy Screwworms 8 20 SPRAY TREATMENT(S):
Cattle Apply specified dosage as high
pressure spray so as to wet the
skin, not just the hair, of the
animal. Repeat as necessary,
but not more often than every
14 days.
Lactating | Lice 1 2% SPRAY TREATMENT(S):
Dairy Flies Apply specified dosage for a
Cattle complete wetting to run-off.
Repeat as necessary. No ¢°*°°*
interval is required betweenq, ..
treatment and slaughter or use
of milk. e, .,
(Continued) o
FTMO0013B.LAB
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Date:  10/19/94
Reason to Issue: To add flies as a label claim Supersedes:  7/7/94
for lactating dairy cattle Page 7 of 8
(Back Panel Continued)
ANIMAL PARASITE REMARKS
Backrubber | Horn Flies Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil
for Beef and | Face Flies or No. 2 diesel fuel (or 9 % oz Co-Ral per gallon) .
Lactating . Saturate the fiber portion of the backrubber with this
Dairy Cattle mixture. Place the backrubber where animals
congregate or travel regularly. For dairy cattle
suspend at a height that will prevent straddling.
Resaturate backrubber as needed. NOTE: For most
effective face fly control the rubber should be
constructed so as to permit the animal to rub its face.
No interval is required between treatment and
slaughter or use of milk.
QUARTS OUNCES
PER PER
50 4
GALLONS | GALLONS
ANIMAL PARASITE | OF WATER | OF WATER | REMARKS
Horses Horn Flies 2 5 SPRAY
Lice TREATMENT(S): Apply
specified dosage for
complete wetting,.
(Not intended Treat thoroughly all
for slaughter) | Ticks 4 10 wounds and injuries.
Repeat as necessary.
Screwworms 8 20 0t
(Continued) s, o,
FTM0013B.LAB




Date:  10/19/94
Reason to Issue: To add flies as a label claim Supersedes:  7/7/94
for lactating dairy cattle Page 8 of 8
(Back Panel Continued)
QUARTS OUNCES
PER PER
50 4
: GALLONS | GALLONS
ANIMAL PARASITE | OF WATER | OF WATER | REMARKS
Swine Lice 2 5 SPRAY
TREATMENT(S): Apply
specified dosage for a
complete wetting to run-
off. Repeat as necessary.
STORAGE AND DISPOSAL

Do not contaminate water, food or feed by storage or disposal.

STORAGE: Do not allow to freeze. Keep from extreme heat.

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot
be disposed of by use according to label directions, contact your State Pesticide or
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA

Regional Office for guidance.

Container Disposal: Triple rinse (or equivalent). Then offer for recycling or

reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if.
allowed by state and local authorities, by burning. If burned, stay out of smoke.

FTMO0013B.LAB




287



'.

2

d. Add "Causes moderate eye irritation." before the
statement beginning "Avoid contact with skin..." in
the precautionary hazards statement.

e. Following the IF ON SKIN statement add,, "Get
medical attention if irritation appears."

3. Submit five copies of your final printed labeling before
you release the product for shipment. Refer to the A-79 Enclosure
for a further description of final printed labeling.

4, The Confidential Statement of Formula dated March 8, 1994
will not meet thn label claim for the nominal concentration for the
active ingredients. The upper and lower certified limits should be
calculated as follows N + 5%N where N is the nominal concentration
of the active ingredient. Refer the PR Notice 91-2 and 40 CFR
158.175 for guidance and revised the CSF to reflect the nominal

concentration of the pure active ingredient.

5. The acute oral toxicity studies (MRIDs 428498-01 and
431025-01) were acceptable and assigned Toxicity Category II
Guideline. A copy of the review is enclosed for your reference.

Please let us know your intentions with respect to Co-Ral ELI
product under EPA Reg. No. 11556-23. Will this product replace Co-
Ral ELI product?

If these conditions are not complied with, the registration
will be subject to cancellation in accordance with FIFRA sec. 6 (e).
Your release for shipment of the product constitutes acceptance of
these conditions.

A stamped copy of the label is enclosed for your records.

Sincerely yours,

George T. LaRocca

Product Manager 13
Insecticide-Rodenticide Branch
Registration Division (7505C)

cc: Dennis McNeilly, SRRD
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~ Reason to Issue: To propose registration
of anew product

Date: 3/3/94 : 7/7/94
Page 1 of 8

(Front Panel)

Co-Ral®
(coumaphos)

LIVESTOCK INSECTICIDE SPRAY

ACCEPTED
with COMMENTS
in EPA Letter D

UL 2, 1994

icide,
he Federal Inscetici

g‘:ggci(:e? and Rodenticide A (i:l

for the pesticide

as mmiendol der EPA Reg. No-

registered un

For Control of Horn Flies, Face Flies, Lice and Ticks

‘ Active Ingredient:
0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo0-2H-1-benzopyran-7-yl)
phosphorothioate

Inert Ingredients*:

*Contains aromatic petroleum distillates.

5.8%

94.2%
100.0%

This product contains 0.25 b 0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo0-2H-1-benzopyran-

7-yl) phosphorothioate per half gallon.

‘ KEEP OUT OF REACH OF CHILDREN

WARNING

EPA Reg No. 11556-XXX EPA Est. No. 11556-KS-1

SEE BACK AND SIDE PANELS FOR STATEMENTS OF PRACTICAL
TREATMENT AND OTHER PRECAUTIONARY STATEMENTS

NET CONTENTS % GALLON svesss ‘ot
Miles Inc., Agriculture Division, Animal Health Products ®ee«* S
Shawnee Mission, Kansas 66201 U.S.A. R 'e*
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Date: 3/3/94
Page 2 of 8

Reason to Issue: To propose registration
of anew product

(Side Panel)

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. Avoid
contact with skin, clothing or eyes. Wash thoroughly with soap and warm water after
handling. Wash contaminated clothing with soap and hot water before use.

STATEMENTS OF PRACTICAL TREATMENT

If swallowed: Call a physician or Poison Control Center immediately. If possible,
vomiting should be induced under medical supervision. Drink one or two
glasses of water and induce vomiting by touching the back of throat with
finger. Do not induce vomiting or give anything by mouth to an
unconscious person.

If inhaled: Remove victim to fresh air. Apply artificial respiration if indicated. Get
medical attention if victim displays signs of poisoning.

If on skin: Remove contaminated clothing and wash affected areas with soap and
water.

If in eyes: Flush eyes with plenty of water. Call a physician immediately.

To Physician: Atropine sulfate by injection is antidotal. Repeat as necessary to the point
of tolerance. 2-PAM is also antidotal and may be administered in
conjunction with atropine.

ENVIRONMENTAL HAZARDS

This pesticide is toxic to birds, fish and aquatic invertebrates. Do not contaminate wa,te; .

when disposing of equipment washwater or rinsate. ‘ea o0
° L]
: Yo re ®
“ee
'. » e
L ]
[ ] L X ]
..:.( *
(2 A ]
FTMO0013B.LAB soec
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Reason to Issue: To propose registration Date: 3/3/94
of a new product Page 3 of 8

(Side Panel Continued)

LIMITED WARRANTY AND
LIMITATION OF DAMAGES

Miles Inc., Agriculture Division, warrants that this material conforms to the chemical
description on the label. MILES INC. MAKES NO OTHER EXPRESS OR IMPLIED
WARRANTY, INCLUDING ANY OTHER EXPRESS OR IMPLIED WARRANTY OF
FITNESS OR MERCHANTABILITY, and no agent of Miles Inc. is authorized to do so
except in writing with a specific reference to this warranty. Any damages arising from a
breach of this warranty shall be limited to direct damages and shall not include
consequential commercial damages such as loss of profits or values, etc.

Co-Ral is a Reg. TM of the parent company of Miles Inc.

FTMO013B.LAB o




Reason to Issue: To propose registration Date: 3/3/94
of anew product Page 4 of 8

(Side Panel)
DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its
labeling.

Co-Ral Livestock Insecticide Spray mixes easily with water to from an emulsion which is
easily applied with ordinary spray equipment. One spray treatment is highly effective for
control of flies, lice and ticks and provides residual control.

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects
reappear and constitute a problem.

Backrubber Application for Horn Flies and Face Flies: Co-Ral Livestock Insecticide
Spray is ideal for backrubber application. When properly mixed and applied, effective
control of horn flies and face flies will be achieved. Best control is obtained when
backrubbers are strategically located and properly treated. No. 2 fumace oil (fuel oil) or
No. 2 diesel fuel oil is recommended for mixing with Co-Ral Livestock Insecticide Spray
for use in backrubbers. Use of other oils may result in sludge formation that will prevent
proper distribution in the reservoir-type backrubber.

PROTECTIVE CLOTHING STATEMENT

USE ONLY WHEN WEARING THE FOLLOWING PROTECTIVE CLOTHING AND
EQUIPMENT DURING MIXING/LOADING, APPLICATION, REPAIR AND
CLEANING OF MIXING, LOADING AND APPLICATION EQUIPMENT,
DISPOSAL OF THE PESTICIDE; long-sleeved shirt and long-legged pants; chemical
resistant gloves; chemical resistant shoes (or chemical resistant shoe covers or chemical
resistant boots). In addition, mixers/loaders must wear a chemical resistant apron and
face shield or goggles and a NIOSH/MSHA approved respiratory protection device.

NOTICE TO VETERINARIANS: If the proper dosage of Co-Ral Livestock Insecticide
Spray has been applied and adverse reactions, such as bloat, excessive salivation and
posterior paralysis occur, it is highly probable that a host parasite reaction exists. ’E‘
Administer symptomatic treatment. Anti-inflammatory agents may be helpful. If ,
necessary, relieve bloat by trocarization, as a stomach tube may traumatize a severclys s
swollen esophagus. Do not administer atropine, as it is contraindicated in host para.sité .
reactions. If toxicity should occur as a result of gross overdosage, atropine by injectton s

antidotal. ot e
:. *0
FTMO0013B.LAB ecee
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Reason to Issue: To propose registration Date: 3/3/94
of anew product Page 5 of 8

(Side Panel Continued)
USE RESTRICTIONS

For external insecticidal use only on specified animals.

Do not apply as a spray at rates above 1 quart of Co-Ral Livestock Insecticide Spray per
50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of
freshening. If freshening should occur within the interval after spraying, do not use milk
for human food for balance of 14 day interval.

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months
old.

Do not spray animals for 10 days before or after shipping or weaning or after exposure to
contagious and infecting diseases.

Do not spray in a confined, non-ventilated area.
Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneously
or within a few days before or after treatment or exposure to cholinesterase-inhibiting

drugs or pesticides. Atropine by injection is antidotal. Consult veterinarian at the first
sign of adverse reaction.

FTMO0013B.LAB




Reason to Issue: To propose registration
of a new product

Date: 3/3/94
Page 6 of 8

(Back Panel)

RECOMMENDED APPLICATIONS

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL LIVESTOCK
INSECTICIDE SPRAY PER 50 GALLONS OF WATER. FOR LACTATING DAIRY
CATTLE DO NOT APPLY MORE THAN 1 QUART OF CO-RAL LIVESTOCK
INSECTICIDE SPRAY PER 50 GALLONS OF WATER.

OUNCES
QUARTS PER
PER 4
50 GALLONS
GALLONS OF
ANIMAL | PARASITE | OF WATER | WATER |REMARKS
Horn Flies 2 5 SPRAY TREATMENTS:
Lice Apply specified dosage for
a complete wetting to run-off.
Beef and | Ticks 4 10 Repeat as necessary.
Non-
Lactating
Dairy Screwworms 8 20 SPRAY TREATMENT(S):
Cattle Apply specified dosage as high
pressure spray so as to wet the
skin, not just the hair, of the
animal. Repeat as necessary.
Lactatinig | Lice 1 2% SPRAY TREATMENT(S):
Dairy Apply specified dosage for a
Cattle complete wetting to run-off.
Repeat as necessary. No
interva' is required between' s*
treatment and slaughter os®use &
of milk.
(Continued) . : . o E
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Reason to Issue: To propose registration

Date: 3/3/94

of a new product Page 7of 8
(Back Panel)
ANIMAL PARASITE REMARKS
Backrubber | Horn Flies Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil
for Beefand | Face Flies or No. 2 diesel fuel (or 9 % oz Co-Ral per gallon) .
Lactating Saturate the fiber portion of the backrubber with this
Dairy Cattle mixture. Place the backrubber where animals
‘ congregate or travel regularly. For dairy cattle
suspend at a height that will prevent straddling.
Resaturate backrubber as needed. NOTE: For most
effective face fly control the rubber should be
constructed so as to permit the animal to rub its face.
No interval is required between treatment and
slaughter or use of milk.
QUARTS OUNCES
PER PER
50 4
GALLONS | GALLONS
ANIMAL PARASITE | OF WATER | OF WATER | REMARKS
Horses Horn Flies 2 S SPRAY
Lice TREATMENT(S): Apply
specified dosage for
complete wetting.
(Not intended Treat thoroughly all
for slaughter) | Ticks 4 10 wounds and injuries.
Repeat as necessarv. °3°
Screwworms 8 20 0
(Continued) . : . * E
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Reason to Issue: To propose registration Date: 3/3/94
of anew product Page 8 of 8

(Back Panel)

QUARTS | OUNCES
PER PER
50 4

GALLONS | GALLONS |

ANIMAL | PARASITE | OF WATER | OF WATER | REMARKS

Swine Lice 2 5 SPRAY
TREATMENT(S): Apply
specified dosage for a
complete wetting to run-
off. Repeat as necessary.

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal.

STORAGE: Do not allow to freeze. Keep from extreme heat.

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper ¢:sposal of excess
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot
be disposed of by use according to label directions, contact your State Pesticide or

Environmental Control Agency or the Hazardous Waste representative at the nearest EPA
Regional Office for guidance.

Container Dispusal: Triple rinse (or equivalent). Then offer for recycling ur
reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if
allowed by state and local authorities, by burning. If burned, stay out of smoke.
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Background:

Miles is submitting these two acute oral toxicity studies in rats
in order to support a new formulation that has one half the AI of
the original registration. The original product containing 11.6%
AI was rated as a Restricted Use pesticide in the Registration ‘
Standard Second Round Review of September 1989 based on its acute
oral toxicity (TOX Category I).

The proposed new formulation is a variation on #11556-23, Co-Ral
Emulsifiable Livestock Insecticide. The registrant was informed
in a meeting with HED on 11/29/90 that this was a new product and
new acute oral toxicity data would be needed to support it. He
will use the data developed for the original formulation (EPA
Reg. # 11556-23) to support registration of the new formulation
(EPA Reg. # 11556-RRL). See the Confidential attachment for a
comparison of the two formulations.

1. Data Review:

The acute oral studies have been reviewed and the DERs are
appended. MRID # 428498-01 showed an LD;, of 395 mg/kg in
females; TOX Category II. MRID # 431025-01 showed and LDs,
‘of 495 mg/kg in females, TOX Category II. Both studies.
are classified CORE Guideline.

' These data results support removing the Restricted Use label
provisions by moving the product from TOX category I to TOX
Category II.

Additional acute data submitted in support of EPA Reg. #
11556-23 (11.6% AI) are being cited in support of the new
registration. These were reviewed in the R. Zendzian
memorandum of 11/17/82 which are summarized here:

Acute Toxicity Data Requirements (40 CFR §158.340).
Pesticide Assessment Guidelines, Subdivision F. Hazard Eval-
uation: Human and Domestic Animals. (1982;: revised 1984

Data Toxicity Classi-
Required MRID # Category fication
Acute Oral (§81-1) acc. # 248200 I M
Acute Dermal - (§81-2) " IIT M
Acute Inhal. (§81-3) "o III* G
Eye Irr. (§81-4) " ITI M
Dermal Irr. (§81-5) " IITI M
Dermal Sens. (§81-6) " Non-Sens. M

* An examination of the study (Mobay # 81-041-16) showed
that the LC50 for males was 1300 mg/m®; for females it was
795 mg/m?®, placing the study in TOX category III (> 0.5 -
5.0 mg/l).
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*Inert ingredient information may be entitled to confidential treatment*

Recommendation(s):

1.

Removal of the "Restricted Use" classification is
appropriate based on a reduction in the amount of AI in the
formulation from 11.6 % AI to 6.15% AI, and new acute oral
toxicity data which support a TOX Category II (LD;, between
50 mg/kg and 500 mg/kg in female rats).

According to HED this formulation is considered to be a new
registration, and new acute oral data would be required.

Additional acute toxicity studies are not needed for the
new formulation because data submitted in support of the
original formulation likewise support the new registration.
We have summarized this data base here and offer comments
on the individual studies:

Current Toxicity Data Base for 11556=23

Acute Dermal (§81-2) III M LDs, > 3000 mg/kg
Acute Inhal. (§81-3) - III G ILCs, 0.795 mg/1

Eye Irr. (§81-4) ITI M Cleared by day 7.
Dermal Irr. (§81-5) ITT M " onoom

Dermal Sens. (§81-6) Non-Sens. M

Acute dermal study is not needed because the modest increase
in percent

would not be expected to produce an LDs;, sufficiently low to
change the TOX category. Moreover, registrant was not told
this study would be needed at the HED meeting.

Acute inhalation study is not needed because the original
HED TOX rating of TOX II was in error and should have been
TOX III. Moreover, the LC;; of 0.795 mg/l is on the low
side of the TOX III range; a cut of 50% AI would not likely
produce a TOX IV LCs;, rating. Moreover, registrant was not
told this study would be needed at the HED meeting.

Eye irritation study is not required because irritation

effects were reported to be most evident at day one. Thus
the modest increase in percent*
would not be expecte o produce an

irritancy sufficiently low to change the TOX category.
Moreover, registrant was not told this study would be needed
at the HED meeting.

Dermal irritation study is not required because effects had
Thus

vanished by day 3. the modest increase in percent
N ould not be
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"expected to produce an irritation index sufficiently low to

change the TOX category. Moreover, registrant was not told
this study would be needed at the HED meeting.

Dermal sensitization study is not needed because the
components of the new formulation are the same as those in

the original formulation. Moreover, registrant was not told
this study would be needed at the HED meeting.

Precautionary lLabeling Review:
Signal Word: Acceptable

Precautionary Statements;

After the sentence, "Avoid contact ... eyes.", insert the
following sentence: "Causes moderate eye irritation".

Statements of Practical Treatment:

If on 8kin: Add the following: "Get medical attentiomns
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DATA EVALUATION RECORD FOR ACUTE ORAL TOXICITY TESTING §81-1
Product Manager (PM): 13 EPA Reqg. No.: 11556-RRL
Reviewer: David L. Ritter, Toxicologist DLO\S"")\‘QL{ .

MRID No.: 428498-01

Testing Laboratory: Miles Inc.
Toxicology

17745 South Metcalf
Stillwell, KN 66085-9104

Title Of Report: Acute Oral Toxicity Study with Coumaphos 6.15%
(CO-RALR) in Rats.

Date of Report: 11/2/92
Lab. No.: 92-012-PL (Miles # 103294)
Author(s): A.B. Astroff & L.L. Hagen
Species: Sprague Dawley rat Sex: 20M + 20F
Wt.: M: 174 -211 gm; F: 160 - 186 gm
Source: Sasco, Inc., St. Louis, MO.
Test Material: CO-RAL Livesock Insecticide Spray (LIS)
Dosage: See below.
Quality Assurance (40 CFR, Section 160.12): Acceptable

Summary:

LDs, Males = 1477 mg/kg
LDs;, Females = 395 mg/kg

TOX Catego;y: II; LDs, between 50 mg/kg and 500 mg/kg
(females). .

Core Classification: Guideline

Procedure (Deviation From Series 81-1):

Standard laboratory animal husbandry and GLP were observed.

Animals were weighed initially, on day 7 and at termination.
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Test Article Administration:

Test Article was administered by gavage in 0.5% aqueous methyl
cellulose to groups of 5M or 5F each at doses listed here:

Males mg/ka
0

889
1870
2870

Females mq/kgq

0
89
271
471

Animals were observed twice daily on weekdays and once daily
on weekends for fourteen days for mortality and signs of

toxicity.

Animals dying during the observation period and those surviving to
termination were subjected to gross necropsy.

Results:

Body weight gain decreased from day 0 thru 7 with recovery apparent

by day 14 in the survivors.

Signs of toxicity included ataxia, tremors, torpor, fasciculations,

salivation and staining.

REPORTED MORTALITY

DOSAGE
MG/KG

MALES
No.Dead/No.
Exposed

FEMALES

Exposed

COMBINED
Dead/No. No. Dead/No.
Exposed

89

271

471

LD;, Males = 1477 mg/kg
LD;, Females = 395 mg/kg

Necropsy revealed no lesions attributable to treatment.

302



DATA EVALUATION RECORD FOR ACUTE ORAL TOXICITY TESTING §81-1

Product Manager (PM): 13 EPA Reg. No.: 11556-RRL

Reviewer: David L. Ritter, Toxicologist DL(R S

-\qc/

MRID No.: 431025-01

Testing Laboratory: Miles Inc.
Toxicology

17745 South Metcalf
Stillwell, KN 66085-9104

Title Of Report: Acute Oral Toxicity Study with CO-RAIR Livestock
Insecticide Spray in Rats.

Date of Report: 1/25/94

Lab. No.: 93-012-WT (Miles # 103294-02)

Author(s): M.A. Zorbas

Species: Sprague Dawley rat Sex: 40M + 40F
Wt.: M: 169 -228 gm; F: 145 -~ 180 gm

Source: Sasco, Inc., Omaha NB.

Test Material: CO-RAL Livesock Insecticide Spray

Dosage: See below.

Quality Assurance (40 CFR, Section 160.12): Acceptable

Summary:

LDs; Males = 1011 mg/kg
LD;, Females = 495 mg/kg

TOX cCategory: II; LD;; between 50 mg/kg and 500 mg/kg
(females).

Core Classification: Guideline

Procedure (Deviation From Series 81-1):

Standard laboratory animal husbandry and GLP were observed.

Animals were weighed initially, on day 7 and at termination.
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REPORTED MORTALITY

DOSAGE
MG/KG

MALES
No.Dead/No.
Exposed

0/10

DOSAGE
N MG/KG

No.

FEMALES

Exposed

Dead/No.

486 0/5 94.6 0/5
627 2/5 270 0/5
946 2/5 486 1/5
1490 4/5 571 5/5
1930 5/5 686 5/5
2800 5/5 735 5/5
LD, Males 1011 mg/kg
LDs; Females = 495 mg/kg

Necropsy revealed no lesions attributable to treatment.
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ACUTE TOX ONE-LINER
1. PC CODE: 036501; Coumaphos
2. CURRENT DATE: 4/22/94
3. TEST MATERIAL: Co-Ral Livestock Insecticide Spray

4. EPA Reg. #: 11556-RRL

Study/Species/Lab/ MRID No. Results Tox. Core
Study#/Date Cat. Grade
Acute oral/Rat/Miles | 428498-01 | LD;; M = 1477 mg/kg II G
/92-012-PL/11/2/92 LDs, F = 395 mg/kg
Acute oral/Rat/Miles | 431025-01 IDs; M = 1011 mg/kg IT G
/92-012-PL/11/2/92 LDs, F = 495 mg/kg
Core Grade Key: UL =-9 Y
G = Guideline
M = Minimum
S = Supplementary
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CONFIDENTIAL ATTACHMENT
EPA Reg. # 11556-RRL; Co-Ral Livestock Insecticide Spray

Discussion of Inert Ingredients.
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The registrant is basing support for the subject formulation on
toxicity data obtained from the previous formula. Specifically,

he is diluting the AI (coumaphos) at 11.6 % down to 6.15% and
makini ui the difference with

as follows;

Component EPA Reg;# 11556-23 EPA Req.# 11556~-RRL
Coumaphos Technical 11.9% 6.15%
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S o

Agriculture Division
Animal Health Products

Miles Inc.
PO. Box 390
Shawnee Mission, KS 66201-0390

Phone: 913 631-4800
March 29, 1994 Telex: 437269 Miles AHD

Product Manager 13
Insecticide-Rodenticide Branch
Registration Division H7505C
Office of Pesticide Programs
Environmental Protection Agency
401 M Street (SW)

Washington, DC 20460

Subject: Co-Ral Livestock Insecticide Spray; EPA File Symbol 11556-RRL
Dear Mr. LaRocca:

With regard to the subject application, dated 6/30/93, we are requesting that the
Registration Division expedite the review of the 81-1 acute oral toxicity data for this
product. The review of these data is the only item preventing the registration of this
product.

Commonly we do not petition for special expedited review, but this is an unusual
situation which warrants your attention and should justify expedited review.

Briefly there are at least three reasons for expedited review.

1. Availability of al.ess Toxic or “Safer” Product.

Co-Ral Livestock Insecticide Spray. EPA File Symbol 11556-RRL (hereafter *
referred to as the LIS product), is the same formulation as Miles cu:nanﬂy regiltered
product Co-Ral Emulsifiable Livestock Insecticide, EPA Reg. No. $1%5¢-23 .
(hereafter referred to as the ELI product), with only one exception. » 44w proposéd- :
new product (LIS) contains approximately one-half the active ingredieand*, presen:.m.
the 11556-23 product (ELI): in the LIS product the dilution solvents* gplace hatPef”
the active ingredient resulting in simply a one-half strength, dilutec £9leb | produ.ct. .
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Mr. George LaRocca Page 2 of 4
Environmental Protection Agency March 29, 1994

Please note, the more toxic product (ELI) was first registered on 5/24/64 as Reg.
No. 3125-162. This product was not designed for home or casual animal use; it is
not labeled for pet use such as for dogs or cats; it is labeled only for use on cattle,
swine and horses. The product was designed for and has been used by livestock
producers. This product was safely used by livestock producers for more than

25 years when the Agency’s 1989 “Registration Standard (Second Round Review)
for the Reregistration of Pesticide Products Containing Coumaphos as the Active
Ingredient” (hereafter referred to as the Guidance Document) required the
reclassification of the ELI product (11.6% active ingredient) and our Co-Ral
Flowable Insecticide product (42% active ingredient), EPA Reg. No. 1156-98, as
Restricted Use Pesticides because of the high acute oral toxicity of these two
formulations. The Guidance Document also required much additional restrictive
labeling to mitigate any possible acute toxicity hazards to users.

With regard to the Restricted Use Classification, Miles formally requested the
Agency’s reason for such reclassification. In response, the Agency’s 2/12/91
Toxicology Branch memo states the following:

11.6% EC Formulation

In the toxicology review of R. Zendzian dated November 26, 1982 on the
report of the acute oral toxicity of the 11.6% EC formulation (Bayvet
Report No. 72228, dated December 15, 1981), the oral LD;, in female rats
was reported to be 50 mg/kg. An end-use product with an Oral LD, of
50 mg/kg or less will be considered for restricted use [40 CFR 152.170 (a)
(2) (1)]. This is the reason why the 11.6% EC formulation requires a
restricted-use classification.

Although the ELI product was only borderline Toxicity Category I by acute oral
exposure, and although the many previous years of safe use indicate acute oral
exposure to livestock producers is negligible, Miles relabeled the ELI product as a
Restricted Use Product.

Just as in the previous 25 years without the restrictive labeling, the recent relaboled «
ELI product has been safely used by livestock producers. e o0 oo

With the LIS product we have lowered the active ingredient concentfdtidh by dme®«:
approximate factor of two. This product is consequently less orally toXic; the AgAtte,

oral LD, values for the LIS product are 1011 mg/kg for male rats a;fcf@{) mg/k°g°:°

for female rats. sasee < oo,
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Mr. George LaRocca Page 3 of 4
Environmental Protection Agency March 29, 1994

Also, even though the ELI product was safely used for more than 25 years without
the more restrictive labeling for users, with our application for the diluted, less
toxic, LIS product, we have included all the restricted protective clothing language,
etc. on the more toxic ELI product.

In short, although the ELI product has been used safely by livestock producers for
nearly 30 years, the proposed LIS product with less active ingredient and the more
restrictive language of the LIS product will provide livestock producers with a
“safer,” less toxic product.

2. Amount of Data to be Reviewed.

To support our application, Miles submitted the appropriate product chemistry data,
which has already been reviewed, and one 81-1 acute oral toxicity study. Acute oral
toxicity data are the only remaining data needing expedited review for registration.

As a point of clarification, two supplements to the 81-1 acute oral toxicity study
(Miles Report No. 103294, EPA MRID No. 42849801) were submitted. In
explanation, after the initial study Miles found a GLP violation and submitted a
corrected GLP statement as an addendum - Miles Report No. 103294-1, EPA MRID
No. 43057401, and although Miles believes the values from the initial study are
scientifically sound, Miles conducted another 81-1 study under GLP. The results of
this study are Miles Report No. 103294-2, EPA MRID No. 43102501, and these
results confirm the results from the initial study.

In short, the only data needing to be reviewed for the registration of the LIS are
81-1 acute oral toxicity data. There are results from one non-GLP study (EPA
MRID No. 42849801) and a GLP Study (EPA No. 43102501) which are similar.

3. Timeliness.

As noted above, Miles submitted for the registration of this product on 6/30/93. Jh
follow-up discussions with your staff, we have been advised that these acute orgl ’ .
toxicity data will not be assigned for review for at least another yeays sWia were oo e:
advised that because our proposed registration is not a “me-too” registfatfon nor ahy
other type of high priority registration, our registration action is a lbw Prority® .. %, ¢
Other proposed registration actions submitted after our application are belng sese

assigned a higher priority and are and will be reviewed before ours. "Dépendmg" o’

upon incoming submissions, conceivably after even 18 months in lme *our data may
be no closer to being reviewed than when it was first submitted. Tetes”
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Mr. George LaRocca Page 4 of 4
Environmental Protection Agency March 29, 1994

In conclusion, we respectfully request that the Registration Division expedite the review
of the 81-1 acute oral toxicity data for the LIS product, EPA File Symbol 11556-RRL.
The review of the acute oral toxicity data should not require significant review efforts,
and the end result will be a less toxic product for livestock producers.

If you have any questions regarding this submission, please call me at (913) 268-2588.
Sincerely,

53 Mﬁ%%ﬁw

F. Terry McNamara
Biochemistry and Pesticide
Registrations Manager

FTM/1t

cc: Ms. Susan Lewis, Chief
Insecticide-Rodenticide Branch H7505C

Ms. Linda G. Arrington
Product Team 13, H7505C
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Federal Express
July 7, 1994

Ms. Linda Arrington

Agriculture Division

Animal Health Products

Miles Inc

PO. Box 390

Shawnee Mission. KS 66201-0390
Phone: 913 631-4800

Telex 437269 Miles AHD

Product Team 13

Registration Division H7505C

U.S. Environmental Protection Agency
Room 266A Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202

Subject: Co-Ral Livestock Insecticide Spray; EPA File Symbol 11556-RRL
Dear Ms. Arrington:

As we discussed by phone, enclosed are 5 copies of the first page of draft labeling for
the subject product. The only difference between the enclosed first page and the first
age of the draft labeling submitted 3/8/94 is in the ingredients statement.

Specifically, the first page of the 3/8/94 submitted draft labeling (which is dated 3/3/94)
showed the amount of active ingredient to be 6.15%, and the amount of inert ingredients
tc € 93.85%. On the enclosed, revised page one, the amount of active ingredient is
5.8%, and the amount of inert ingredients to be 94.2% . This is the only difference
between these two pages.

Please substitute the enclosed, revised page 1 for the page 1 of our 3/3/94 draft labeling,
and use this for your label review. We are not proposing any changes in the remaining
pages of the draft labeling dated 3/3/94.

If you have any questions on this matter or anything else regarding this proposed
registration, please call me at (913) 268-2588.

Sincerely,

/ [ XX ) L )
_7’7.;6‘.):' )/ /ﬂf’%( :oo:o: ‘ot
F. Terry MéNamara ¢ ‘
Biochemistry and Pesticide "E"E
Registrations Manager oo %,
I M/lt (X :o . ¢ . : .
Enclosure: Revised Page (5 copies) ot
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Application for Pesticide

OPP #188393

Explanation:

On 6/30/93 Miles applied for the registration of Co-Ral Livestock Insecticide Spray,
EPA File Symbol 11556-RRL. This submission is to address two items in the 8/17/93
product chemistry review and to provide revised labeling.

With regard to the labeling, enclosed are 5 copies of draft labeling dated 3/3/94. The
enclosed draft labeling is identical to the previously submitted draft labeling (dated
6/29/93) with only two exceptions. First, on the enclosed draft labeling the percentages
of active ingredient and inert ingredients have been revised to better reflect the Agency’s
desire for nominal percentages (discussed in detail later).

The second change on the enclosed draft labeling from that previously submitted is
simply a rearrangement of the order of portions of the label with no basic text changes.

Specifically, the earlier draft labeling contained a front panel, a side panel with the
Precautionary Statement, Storage and Disposal, and Protective Clothing Statement, and a
back panel consisting of the Directions for Use, Recommended Applications, Use
Restrictions and a warranty statement. In the enclosed draft labeling, the order of these
items has been arranged in a more appropriate manner. In the enclosed labeling, the front
panel is identical to that of the previous labeling (with the above noted change in
nominal concentration). In the enclosed labeling, one side panel contains the
Precautionary Statements and the warranty statement, and the other side panel begins the
Directions for Use. This side panel contains general information followed by the
Protective Clothing Statement and Use Restrictions (one word was changed in this
section - from the word “above-specified” animals to the more appropriate word
“specified” animals). The back panel of the enclosed labeling contains the
Recommended Application tables and the Storage and Disposal section.

Again, the enclosed labeling text is identical to that previously submitted except for thes* vevene
one word noted above, and we have rearranged sections in order to provide a better |abg]. s ¢

For example, in the enclosed Directions for Use, the Protective Clothing Statement aﬁd. ** sosene
Use Restrictions precede the Recommended Applications, and the Storage and Dispesal . . .::
section is at the end of the Directions for Use. ct cotee®
In response to the 8/17/93 product chemistry review, there are two items deserving * . ) * '::::
comment. . o e xxxxxl
FTM0095.DOC Page 1 of 3 3/94




*Inert ingredient information may be entitled to confidential treatment*

The second item - item 4. on page 2 - is easier to address. The Material Safety Data
Sheet (MSDS) and CAS Registry Number are requested for the inert ingredient

was
included as pp. 54-58 in the Confidential Appendix for Miles Report No. 74426, which
has been assigned EPA MRID No. 42874501. These data were submitted with our
6/30/93 application for registration. Also, this same inert ingredient is contained in our
Co-Ral Emulsifiable Livestock Insecticide product, EPA Reg. No. 11556-23, which is
currently registered for the same uses proposed for the EPA File Symbol 11556-RRL
product.

The first item in the 8/17/93 product chemistry review cannot be as succinctly addressed.
The review correctly notes that the label claim for active ingredient in the proposed
product (EPA File Symbol 11556-RRL) is 5.8%, and using a purity of 90% for
Coumaphos Technical, an active ingredient concentration of 5.54% can be calculated
which is below the declared label claim of 5.8%.

On this item, we have the following somewhat “administrative” comments. The
formulation will be manufactured in the previously proposed manner. The enclosed draft
labeling has a declared percentage of 6.15% active ingredient instead of 5.8%. (Please
note, the formulation used in the toxicology studies, EPA MRID Nos. 42849801,
43057401 and 43102501, contained 6.15% active ingredient.) Also, enclosed is a revised
Confidential Statement of Formula (CSF) for the proposed product. This CSF contains
the ingredients in terms of a 1000 kg batch for ease of calculation. The percentages by
weight in column 13b have been adjusted, and the proposed certified limits for one inert
ingredient have been revised.

When calculating the amount of active ingredient in the product based on the amount of
active ingredient in Coumaphos Technical, EPA Reg. No. 11556-11, a value of 96%
active ingredient should be used instead of 90%. In explanation, the current Coumaphos
Technical has a label claim of only 90%. This value was a “historical” lower limit. New
product chemistry data were required under reregistration. Based on these data (EPA
MRID No. 42675003, reviewed by the Agency - 7/28/93 Chemistry Branch
Reregistration Support memo and the corresponding 5/10/93 Dynamac review) and as
mandated for compliance with the Agency’s new nominal concentration policy (PR
Notice 91-2), on 10/27/93 Miles submitted for Agency acceptance a revised label clalm
of 96% active ingredient for Coumaphos Technical, EPA Reg. No. 1156-11. To date" .
Miles has not received any response from the Agency on this action. o e o e

Although no new data are being submitted, enclosed are 2 completed “Certification yvitfl, Tt
Respect to Citation of Data” forms indicating the General Offer to Pay although alldata®® 1307
cited in EPA’s September, 1989 “Registration Standard (Second Round Review) forn thé' . .
Reregistration of Pesticide Products Containing Coumaphos as the Active Ingredlent M-
are Miles (formerly Mobay and Bayvet) data or are public literature data. S % ee e,
FTMO0095.DOC Page 2 of 3 3/94
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In summary, enclosed with this application is draft labeling which better reflects a

nominal concentration, but otherwise contains the same text in a more appropriate order.
Also enclosed is a revised CSF.

FTM0095.D0C Page 3 of 3 3/94




U.Ss. ENViRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs

FEB 3 1994

MILES INC.

AGRIC.DIV.-ANIMAL HEALTH PROD.
BOX 390

SHAWNEE MISSION, KS 662010390

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your transmittal of 01/28/94. Our staff
has completed a preliminary analysis of the material. The results are
provided as follows:

Your submittal was found to be in full compliance with
the standards for submission of data contained in PR
Notice 86-5. A copy of your bibliography is enclosed,
annotated with Master Record ID’s (MRIDs) assigned to
each document submitted. Please use these numbers in
all future references to these documents. Thank you for
your cooperation. If you have any questions concerning
this data submission, please raise them with the
cognizant Product Manager, to whom the data have been
released.
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a31025- OO ; MILES m

Agricufiture Division

Animal Health Products

January 25, 1994

Miles 1Inc.

PO. Box 390
Mr. George LaRocca Shawnee Mission, KS 66201-0330
Product Manager 13 Phone: 913 631-4800

. . Telex: 437269 Miles AHD
Insecticide-Rodenticide Branch

Registration Division H7505C
Office of Pesticide Programs
Environmental Protection Agency
401 M Street (SW)

Washington, DC 20460

Subject: Co-Ral Livestock Insecticide Spray; EPA File Symbol 11556-RRL

Dear Mr. LaRocca:
With regard to the subject application, dated 6/30/93, we submitted an acute oral toxicity
report entitled "Acute Oral Toxicity Study with Coumaphos 6.15% (Co-Ral) in Rats,"
Miles Report No. 103294, EPA MRID No. 42849801. On 12/8/93 we submitted a
supplement to this report, and EPA MRID No. 43057401 was assigned to this
supplement. This supplement was to amend the GLP Compliance Statement for this study
because we concluded that it does not comply with the GLP requirements of 40 CFR
Part 160. Nevertheless, we believe the data to be reliable.
Enclosed are three copies of another supplement to this report. This new supplement
contains additional data from a new acute oral study conducted under GLP: The results of - .
this new GLP study simply confirm the results from the initial study.

The enclosed supplement, Miles Report No. 103294-2, is entitled "Acute Oral Toxicity =~
Study with Co-Ral® Livestock Insecticide Spray in Rats." o

If you have any questions regarding this submission, please call me at (913) 268-2588. . : -

TSR SR

Sincerely, ressan

¥ Tonmon S ormans \Xx SR
F. TerryMcN\a)r:}‘> |

Biochemistry and Pesticide
Registrations Manager

FTM/It

Enclosure: Supplement Report (3)
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o0 oo Y .
United States Environmental Protection Agency 2 ee e LFSmi Abploed
Washington, DC 20480 ses ¢ o JOME No. §0§0-0060

Appro_val Expires 11-30-93

. 3
WEP A Certification yvith Respect to Citation of Data

[ X X r'y a
Applicants Name and Address " | EPA File sm“"“”"i’“b"f‘mb..s :°. .o :.E- .
Miles Inc. ' _L1556-RRL - . °.® o e 0 °°
Agriculture Division Product Name o o
Animal Health Products Co-Ral Livestock Insecticide Soray
PO Box 390 ~ | Date of Applicstion
_ Shawnee Mission, KS 66201-0390 3/8/94 - '

NOTE: 1f your product is a 100% repackaging of another EPA-registered product that you purchase, and

is labeled for the same uses, you do not need to submit this form. You must submit the Formulator's

Exemption Statement (EPA Form 8570-27).

1. This application is supported by all data submitted or cited in the application. In additjon, if cite-all
options are indicated, this application is supported by all data in the Agency’s files that concern the
properties or effects of this product that is identical or substantially similar, and that is one of the types
of data that would be required to be submitted if this application sought the isitial registration of a

_ product of identical or similar composition and intended uses under the data requirements in effect on
‘ the date of apropval of this application. (Check the appropriate boxes, in items 2 and 3 below, that
pertain to your application.)

2. 1 certify that, for cach study cited in support of this application for registration that is an exclusive use
study,

| { 1 am the original submitter®; or
| | Ihave obtained the written permission of the original data submitter to cite that study®

3. I certify that, for each study cited in support of this application for registration that is not an exclusive use
study:

- a kgt I am the original data submitter®; or

| | 1have obtained the written permission of the original data submitter to cite that study®; or

b. | | I have notified in writing the companies that have submitted data I have cited to support this

. application and have offered to: (a) Pay compensation for those data in accordance with section

3(c)(1)(D) and 3(c)(2)(D) of the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA);
and (b) Commence negotiations to determine which data are subject to the compensation
requirement of FIFRA and the amount and terms of compensation due, if any. The companies |
bave notified are: (Check one)

|{} All companies listed on the Pesticide Data Submitters List for all active ingredients contained
in my product (cite-all method or cite-all option under Selective Method®). (Also, sign the

Gencral Offer Statement below.)
| | Those companies that have submitted the studies which I have cited (Selective method®).

* A Data Matrix identifying these studies is attached. (Note: a Data Matrix is not required under the
cite-all method.)

Signeture ' Neme and TitlF, Terry McNamara Date

General Offer to Pay: I hereby offer and agree to pay compensation to other
persons, with regard to the approval of this application, to the extent required.

ff Biochemistry and Pesticide 3/8/94
ﬁjﬂdy&%%’?’m& Registrations Manager :

Signature Name end TitleF.. Terry McNamara Date

Biochemistry and Pesticide 3/8/94
.%_%/M%M Registrations Manager ‘
‘ : 322
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United States Environmental Protection Agency

sEPA Certification \_Ni

Washington, DC 20480
th Respect to Citation of Data

Fown Appreyed
OMB No: 2070-0080
Approvel Expires 11-30-93

o
[

Applicants Name snd Address - | EPA File SymbolRegitratjor Numbge | e N
Miles Inc. ' ©11556-RRL . - * xne e’ 2
Product Name :

Agriculture Division

Co-Ral Livestock I‘nsectici‘c.le' Spray

Animal Health Products

PO Box 390 Date of Application
_ Shawnee Mission, KS 66201-0390 3/8/94 -

NOTE: 1f your product is a 100% repackaging of another EPA-registered product that you purchase, and
is labeled for the same uses, you do not need to submit this form. You must submit the Formulator’s
Exemption Statement (EPA Form 8570-27).

1. This application is supported by all data submitted or cited in the application. In addition, if cite-all
options are indicated, this application is supported by all data in the Agency’s files that concern the
properties or effects of this product that is identical or substantially similar, and that is onc of the types
of data that would be required to be submitted if this application sought the initial registration of a
product of identical or similar composition and intended uses under the data requirements in effect on
the date of apropval of this application. (Check the appropriate boxes, in items 2 and 3 below, that
pertain to your application.)

2. 1 centify that, for each study cited in support of this application for registration that is an exclusive use
study,

| | 1am the original submitter®; or
| | 1 have obtained the written permission of the original data submitter to cite that study*

3. I certify that, for each study cited in support of this application for registration that is not an exclusive use
study:

a. ki 1am the original data submitter®; or
| | 1have obtained the written permission of the original data submitter to cite that study®; or

b. | | I bave notified in writing the companies that have submitted data I have cited to support this
application and have offered to: (a) Pay compensation for those data in accordance with section
3(c)(1)(D) and 3(c)(2)(D) of the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA);
and (b) Commence negotiations to determine which data are subject to the compensation
requirement of FIFRA and the amount and terms of compensation due, if any. The companies 1
have notified are: (Check one)

|X] All companies listed on the Pesticide Data Submitters List for all active ingredients contained
in my product (cite-all method or cite-all option under Selective Method®). (Also, sign the
General Offer Statement below.)

| | Those companies that have submitted the studies which I bave cited (Selective method®).

* A Data Matrix identifying these studies is attached. (Note: a Data Matrix is not required under the
cite-all method.)

Signeture ' © | Neme snd TitleF, Terry McNamara Oate
~ Biochemistry and Pesticide 3/8/94
Ov a' Registrations Manager )
General Qﬂ‘er to Pay: I hereby offer and agree to pay compensation to other
persons, with regard 1o the approval of this application, to the extent required.
Signature Neme and TitleF.. Terry McNamara Date
' Biochemistry and Pesticide 3/8/94
_\_/ZFZ X _,_/%4 W(‘ %VM Registrations Manager 324
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Attachment for OPP #188386, Application for Pesticide’

With this application, the enclosed data and the enclosed labeling, we are requesting the
registration of Co-Ral Livestock Insecticide Spray, EPA Reg No. 11556-XXX. Five
copies of the proposed labeling, dated 6/29/93 are enclosed.

Please note, Miles has a similar product - Co-Ral Emulsifiable Livestock Insecticide, EPA
Registration No. 11556-23- currently registered. When EPA issued the "Registration
Standard (Second Round Review) for the Reregistration of Pesticide Products Containing

. Coumaphos as the Active Ingredient" (hereafter referred to as the "Guidance Document")

in September, 1989, the Agency classified this product (11.6% active ingredient) and our
Co-Ral Flowable Insecticide product (42% active ingredient), EPA Reg. No. 11556-98, as
Restricted Use Pesticides because of the high acute oral tox1c1ty of these two
formulations. ’

Miles requested additional explanation on these reclassifications. In a November 29, 1990
meeting with the Agency (where this topic and other coumaphos topics were discussed; a
copy of the attendance sheet is enclosed). The Agency responded (and a copy of an EPA
2/12/91 Toxicology Branch memo on this subject is also enclosed) that the acute oral
toxicity of the 11.6% formulation had an oral LDsy of 50 mg/kg. Consequently, the
Toxicology Branch memo states

"An end-use product with an oral LDs, of 50 mg/kg or less will be considered for
restricted use [40 CFR 152.170 (a) (2) (i)]. This is the reason why the 11 6% EC
formulation requires a restricted-use clasmﬁcaﬂon

In this 11/29/90 meeting, Miles related that as the acute oral toxicity is the only "trigger"
for the restricted use classification, if a more dilute, less acutely toxic formulation was
developed then the restricted use classification would not be necessary. The Agency
responded that this more ditute formulation would be considered a new product, and acute
oral toxicity data would be necessary. '

Accordingly, this application is for a product which is very similar to Co-Ral Emulsifiable
Livestock Insecticide (ELI). The proposed new product contains only one-half (5.8%) of
the active ingredient in ELI (11.6%); the 5.8% active ingredient no longer in the new,

dilute product has been replaced by an additional 5.8% of one of the inert ingredients, (Se 3
product chemistry data and discussion below). This new dilute product isiess azutely o
toxic and does not meet the 50 mg/kg acute oral LDs trigger for restrlctedJUSGu ] go buno

classﬂicatlon , , ”m“ ' vIvo
QOO IQ 008\)'
o o
2 (o] v}
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o090 v
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. Q0 00
FTMEPAS.DOC Page 1 of 4 6/93
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*Inert ingredient information may be entitled to confidential treatment*

Product Chemistry. Enclosed is a Confidential Statement of Formula (CSF) for this
proposed product. Please note, this CSF contains qualitatively, the same components as
the CSF for the ELI (EPA Reg. No. 11556-23). The most recent CSF for the ELI

‘product is dated 1/17/90, was submitted to the Agency on 1/29/90, and was accepted by

the Agency on 10/23/91 along with revised labeling for ELI, Co-Ral Cattle Pour-On (EPA
Reg. No. 11556-25), and Co-Ral KRS Spray Foam Insecticide (EPA Reg. No. 11556-40)
and the CSF's for the 11556-25 and 11556-40 products.

As shown in the enclosed CSF, quantitatively, the formulation for the new product is the
same as the formulation for the ELI product with only one exception. The new
formulation contains 5.8% less active ingredient and 5.8% more

The product chemistry data for the new product are enclosed as Miles Report No. 74426,
entitled "Product Chemistry of Co-Ral Livestock Insecticide Spray (LIS) % Ib/gal."

Acute Toxicity. As cited above, Miles has conducted an acute oral toxicity study with the
proposed new product, and copies of these results - Miles Report No.103294, entitled

" Acute Oral Toxicity Study with Coumaphos 6.15% (Co-Ral) in Rats" - are enclosed.
The acute oral LD, was 1477 mg/kg for males and 395 mg/kg for females.

With regard to the other acute toxicity data requirements, we cite and will accept the
acute toxicity values for the ELI formulation which contains 5.8% more active ingredient
and 5.8% Less | th:n the new product.

Specifically, the acute toxicity guidelines and EPA MRID Nos. for the corresponding data
for the ELI formulation are

EPA EPA
Guideline No. MRID No.
81-2 00112833
81-3 00112836
81-4 00112834
81-5 00112835 soegos
81-6 00112837 :°:°°§ §ooogo

Also please no;e, the Agenoy has reviewed all of these ELI acute toxicity s"c&?ﬁes and’ °°:
found them to be adequate (see p. 77 of the Guidance Document which hst%ﬂ:he acutq 1%
toxicity data for the 11.6% EC formulation). ®0300°

o Qo
o o o
o9 00

FTMEPA5.DOC | Page 2 of 4 2 .L {f ; 6/93
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Efficacy. As provided for in the regulations, we request that the requirements for eﬂicacy

Labeling. The enclosed draft labeling for the proposed product is based upon tlre most - .
- recently accepted labeling (Agency 10/23/91 letter) for Co-Ral Emulsifiable Livestock R

Insecticide, EPA Reg. No. 11556-23. *

Briefly, the proposed labeling does not include restricted use classification for the reasons
previously discussed. The signal word and Hazards to Humans and Domestic Animals
language are consistent with the Toxicity Category I (oral and inhalation) of this

‘ data be waived.
|

product

- The Statements of Practical Treatment, Environmental Hazards and Storage and Disposal
language are identical to that for the 11556-23 product ' :

SN _
‘The protective clothing statement is also 1dent1cal thh only one exception. The phrase NG

"and dip tank workers" has been deleted because the proposed product does not contain : . \

- S a_ny d1p vat uses.

v . . TheDirections for Use in the enclosed labeling are very s1m1lar to those currently accepted

IR by the Agency for the ELI (EPA Reg. No. 11556-23) product

4 gallons

. j..l’,., N .
- )

| For example, the enclosed draft labeling contains the same use restrictions. |

. ..~~~ All of the uses on the draft labeling are already on the ELI labeling. Moreover, the use

. Trates on the draft labeling are equivalent in térms of active ingredient to the use rates on B

co the ELI labeling. To reflect the fact that the new product contains only one-half the active -

) ingredient contained in the ELI formulation, the enclosed draft labeling contains different

dilution directions. Generally the ELI formulation use directions require "X" quarts of
ELI to,be used to prepare 100 gallons of spray. The enclosed corresponding use -
d1rectlons on the enclosed labeling require "X" quarts of the new product to be used to ‘_ s
prepare 50 gallons of spray. .

Also the enclosed labeling containg an addltlonal lise d1rectlons column for the L
preparatlon of an eqmvalent (m terms of active mgredlent) smaller volume of spray ST T

.+ FIMEPASDOC * . * < -
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As a specific example, the current ELI labeling specifies 4 quarts diluted to 100 gallons for
spray treatment of ticks on beef and non-lactating dairy cattle. The enclosed labeling
requires 4 quarts diluted to 50 gallons for the same use. Also, as there are 128 ounces per
gallon, or 4 quarts, this use rate is 128 ounces per 50 gallons of spray. Or, in terms of
ounces per gallons of spray, the use rate is

(——)
(128 ounces) 50 gallons = 2.56 oz/gallon

~

Therefore, the-ounces of formulation to prepare 4 gallons of spray equals (4) (2.56
0z/gal) or.10.2 ounces, and the proposed labeling recommends 10 ounces of the new
“formulation to prepare 4 gallons of spray.

The enclosed labeling does not include the d1rectxons for use,  against grubs, whlch are in
. the ELI use d1rect10ns :
. ~ . o , ‘ . 3
Chﬂd Resistant Packaging. This proposed product will not be distributed and sold in ‘ \
. child-resistant packaging because this product does not meet the use criterion of SV
"“40 CFR 157.22 (b). . LT - R

'FIFRA Section 3 (c) (1) (F) Data Compensation. Included with this application are two
completed and signed "Certification with Respect to Citation of Data" forms indicating
the General Offer to Pay although all data cited in EPA's September, 1989 "Registration

* - Standard (Second Round Review) for the Reregistration of Pesticide Products Containing

Coumaphos as the Active Ingredient," are Miles (formerly Mobay and Bayvet) dataor C
pubhc hterature data. . T ' Ll

Summ gy Enclosed is an application for the reglstratlon of a new formulation of

- coumaphos. This formulation is simply a diluted formulation of Co-Ral Emulsifiable

- Livestock Insecticide, EPA Reg. No. 11556-23. Moreover, the proposed uses for the new
formulation are the same uses (except grub use have been deleted) at the equlvalent active
- mgredlent use rates of the 11556-23 product. -
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Reason to Issue: To propose registration Date: 6/29/93
of anew product Page 1 of 8
(Front Panel)
Co-Ral®
(coumaphos)

LIVESTOCK INSECTICIDE SPRAY

For Control of Horn Flies, Face Flies, Lice and Ticks

Active Ingredient:
0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-7-yl)

phosphorothioate 5.8%
Inert Ingredients*: 94.2%
100.0%

*Contains aromatic petroleum distillates.

This product contains 0.25 Ib 0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo-2H-1-benzopyran-
7-yl) phosphorothioate per half gallon.

EPA Reg No. 11556-XXX EPA Est. No. 11556-KS-1

KEEP OUT OF REACH OF CHILDREN

WARNING

SEE BACK AND SIDE PANELS FOR STATEMENTS OF PRACTICAL
TREATMENT AND OTHER PRECAUTIONARY STATEMENTS

NET CONTENTS 2 GALLON .

Miles Inc., Agriculture Division, Animal Health Products <

Shawnee Mission, Kansas 66201 U.S.A. ..,:: ,.5:"

FTMO0013A.LAB



Reason to Issue: To propose registration

Date: 6/29/93

of a new product Page2 of 8

May be fatal if

(Side Panel)

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING

swallowed or inhaled. Do not breathe vapors or spray mist. Avoid contact

with skin, clothing or eyes. Wash thoroughly with soap and warm water after handling.
Wash contaminated clothing with soap and hot water before use.

If swallowed:

If inhaled:

If on skin:

If in eyes:

To Physician:

STATEMENTS OF PRACTICAL TREATMENT

Call a physician or Poison Control Center immediately. If possible,
vomiting should be induced under medical supervision. Drink one or two
glasses of water and induce vomiting by touching the back of throat with
finger. Do not induce vomiting or give anything by mouth to an
unconscious person.

Remove victim to fresh air. Apply artificial respiration if indicated. Get
medical attention if victim displays signs of poisoning.

Remove contaminated clothing and wash affected areas with soap and
water.

Flush eyes with plenty of water. Call a physician immediately.
Atropine sulfate by injection is antidotal. Repeat as necessary to the point

of tolerance. 2-PAM is also antidotal and may be administered in
conjunction with atropine.

ENVIRONMENTAL HAZARDS
This pesticide is toxic to birds, fish and aquatic invertebrates. Do not conEa.m.inate wattt, o
when disposing of equipment washwater or rinsate. e s .

FTMO0013A.LAB



Reason to Issue: To propose registration Date: 6/29/93
of a new product "Page3 of 8

(Side Panel)

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal.
STORAGE: Do not allow to freeze. Keep from extreme heat.

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot be
disposed of by use according to label directions, contact your State Pesticide or
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA
Regional Office for guidance.

Container Disposal: Triple rinse (or equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if
allowed by state and local authorities, by burning. If burned, stay out of smoke.

PROTECTIVE CLOTHING STATEMENT

USE ONLY WHEN WEARING THE FOLLOWING PROTECTIVE CLOTHING AND
EQUIPMENT DURING MIXING/LOADING, APPLICATION, REPAIR AND
CLEANING OF MIXING, LOADING AND APPLICATION EQUIPMENT,
DISPOSAL OF THE PESTICIDE; long-sleeved shirt and long-legged pants; chemical
resistant gloves; chemical resistant shoes (or chemical resistant shoe covers or chemical
resistant boots). In addition, mixers/loaders must wear a chemical resistant apron and face
shield or goggles and a NIOSH/MSHA approved respiratory protection device.

NOTICE TO VETERINARIANS: If the proper dosage of Co-Ral Livestock Insecticide
Spray has been applied and adverse reactions, such as bloat, excessive salivation and
posterior paralysis occur, it is highly probable that a host parasite reaction exists.
Administer symptomatic treatment. Anti-inflammatory agents may be helpful. If
necessary, relieve bloat by trocarization, as a stomach tube may traumatize a severely
swollen esophagus. Do not administer atropine, as it is contraindicated in host parasite
reactions. If toxicity should occur as a result of gross overdosage, atropir}e; py.i.njectib'tfis. :
antidotal. e e .
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Reason to Issue: To propose registration Date: 6/29/93
of a new product Page 4 of 8

(Back Panel)
DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its
labeling.

Co-Ral Livestock Insecticide Spray mixes easily with water to from an emulsion which is
easily applied with ordinary spray equipment. One spray treatment is highly effective for
control of flies, lice and ticks and provides residual control.

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects
reappear and constitute a problem.

Backrubber Application for Horn Flies and Face Flies: Co-Ral Livestock Insecticide
Spray is ideal for backrubber application. When properly mixed and applied, effective
control of horn flies and face flies will be achieved. Best control is obtained when
backrubbers are strategically located and properly treated. No. 2 furnace oil (fuel oil) or
No. 2 diesel fuel oil is recommended for mixing with Co-Ral Livestock Insecticide Spray
for use in backrubbers. Use of other oils may result in sludge formation that will prevent
proper distribution in the reservoir-type backrubber.

FTMO0013A.LAB



Reason to Issue: To propose registration
of a new product

Date: 6/29/93
Page 5 of 8

(Back Panel)

RECOMMENDED APPLICATIONS

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL LIVESTOCK
INSECTICIDE SPRAY PER 50 GALLONS OF WATER. FOR LACTATING DAIRY
CATTLE DO NOT APPLY MORE THAN 1 QUART OF CO-RAL LIVESTOCK
INSECTICIDE SPRAY PER 50 GALLONS OF WATER.

OUNCES
QUARTS PER
PER 4
50 GALLONS
GALLONS OF
ANIMAL | PARASITE | OF WATER | WATER | REMARKS
Horn Flies 2 5 SPRAY TREATMENTS:
Lice Apply specified dosage for
a complete wetting to run-off.
Beef and | Ticks 4 10 Repeat as necessary.
Non-
Lactating
Dairy Screwworms 8 20 SPRAY TREATMENT(S):
Cattle Apply specified dosage as high
pressure spray so as to wet the
skin, not just the hair, of the
animal. Repeat as necessary.
Lactating | Lice 1 2% SPRAY TREATMENT(S):
Dairy Apply specified dosage for a
Cattle complete wetting to run-off.
Repeat as necessary. No
interval is required between, _ ,
treatment and slawghter or use®.
of milk. $ e .
(Continued) segee,  eets
FTMO0O13A.LAB



Reason to Issue: To propose registration

Date: 6/29/93

of a new product Page 6 of 8
(Back Panel)
ANIMAL PARASITE REMARKS
Backrubber | Horn Flies Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil
for Beef and | Face Flies or No. 2 diesel fuel (or 9 % oz Co-Ral per gallon) .
Lactating Saturate the fiber portion of the backrubber with this
Dairy Cattle mixture. Place the backrubber where animals
congregate or travel regularly. For dairy cattle .
suspend at a height that will prevent straddling.
Resaturate backrubber as needed. NOTE: For most
effective face fly control the rubber should be
constructed so as to permit the animal to rub its face.
No interval is required between treatment and
slaughter or use of milk.
QUARTS OUNCES
PER PER
50 4
GALLONS | GALLONS
ANIMAL PARASITE | OF WATER | OF WATER | REMARKS
Horses Horn Flies 2 5 SPRAY
Lice TREATMENT(S): Apply
specified dosage for
complete wetting.
(Not intended Treat thoroughly all
for slaughter) | Ticks 4 10 wounds and injuries.
Repeat as necessary. oee o
Screwworms 8 20 N
(Continued) Thett.
FTMO013A.LAB



Reason to Issue: To propose registration

Date: 6/29/93

of a new product Page 7 of 8
(Back Panel)
QUARTS OUNCES
PER PER
50 4
GALLONS | GALLONS
ANIMAL PARASITE | OF WATER | OF WATER | REMARKS
Swine Lice 2 5 SPRAY
TREATMENT(S): Apply
specified dosage for a
complete wetting to run-
off. Repeat as necessary.
USE RESTRICTIONS

For external insecticidal use only on above-specified animals.

Do not apply as a spray at rates above 1 quart of Co-Ral Livestock Insecticide Spray per
50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of
freshening. If freshening should occur within the interval after spraying, do not use milk

for human food for balance of 14 day interval.

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months

old.

Do not spray animals for 10 days before or after shipping or weaning or after exposure to
contagious and infecting diseases.

Do not spray in a confined, non-ventilated area.

Co-Ral is a cholinesterase inhibitor. Do not use this product on animals sigaulsageously of, §
within a few days before or after treatment or exposure to cholinesterase-iihil;it&lg drugse

or pesticides. Atropine by injection is antidotal. Consult veterinarian at the.fsstssign ofeecs
adverse reaction.

FTMO0O013A.LAB
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Reason to Issue: To propose registration ‘ Date: 6/29/93
of a new product Page 8 of 8

LIMITED WARRANTY AND
LIMITATION OF DAMAGES

Miles Inc., Agriculture Division, warrants that this material conforms to the chemical
description on the label. MILES INC. MAKES NO OTHER EXPRESS OR IMPLIED
WARRANTY, INCLUDING ANY OTHER EXPRESS OR IMPLIED WARRANTY OF
FITNESS OR MERCHANTABILITY, and no agent of Miles Inc. is authorized to do so
except in writing with a specific reference to this warranty. Any damages arising from a
breach of this warranty shall be limited to direct damages and shall not include
consequential commercial damages such as loss of profits or values, etc.

Co-Ral is a Reg. TM of the parent company of Miles Inc.
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U.S. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs

MILES INC.

AGRIC.DIV.-ANIMAL HEALTH PROD.
BOX 390

SHAWNEE MISSION, KS 662010390

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your transmittal of 12/15/93. Our staff

DEC 27 1993

has completed a preliminary analysis of the material. The results are

provided as follows:

Your submittal was found to be in full compliance with
the standards for submission of data contained in PR
Notice 86-5. A copy of your bibliography is enclosed,
annotated with Master Record ID’s (MRIDs) assigned to
each document submitted. Please use these numbers in
all future references to these documents. Thank you for
your cooperation. If you have any questions concerning
this data submission, please raise them with the
cognizant Product Manager, to whom the data have been
released.
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Agriculture Division

Certified Mail #P679 214 091 Animal Health Products

Miles Inc.

PO. Box 390

Shawnee Mission, KS 66201-0390

Phone: 913 631-4800

Telex: 437269 Miles AHD
December 8, 1993

Mr. George LaRocca 430574- O D
Product Manager 13

Insecticide-Rodenticide Branch

Registration Division H7505C"

Office of Pesticide Programs

Environmental Protection Agency

401 M Street (SW)

Washington, DC 20460

Subject: Co-Ral Livestock Insecticide Spray, EPA File Symbol 11556-RRL
Dear Mr. LaRocca:

With regard to the subject application, dated 6/30/93, we submitted an acute oral toxicity
report entitled "Acute Oral Toxicity Study with Coumaphos 6.15% (Co-Ral) in Rats,"
Miles Report No. 103294, EPA MRID No. 42849801. Enclosed are copies (3) of a
supplement to this report entitled "Acute Oral Toxicity Study with Coumaphos 6.15%
(Co-Ral) in Rats." This supplement is to amend the GLP Compliance Statement for this
study because we have concluded that it does not comply with the GLP requirements of
40 CFR Part 160. Nevertheless, we believe the data to be reliable.

Sincerely,
F. Teroy McNamara

Biochemistry and Pesticide
Registrations Manager ARRE ‘e

ane aass
~ .

¢
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Enclosure: Supplement Report (3)
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Transmittal Document

1. Name and Address of Submitter
Miles Inc.
- Agriculture Division
Animal Health Products
Box 390
Shawnee Mission, Kansas 66201

F. Terry McNamara *
Biochemistry and Pesticide
Registrations Manager
(913) 268-2588

2. Regulatory Action in Which this Package is Submitted
Data submitted to support the registration of Co-Ral Livestock Insecticide Spray
EPA File Symbol 11556-RRL

3. Transmittal Date
December 8, 1993

4, List of Submitted Studies:
MRID No. Volume

Q{ 20 §7%0] 1 - " Acute Oral Toxicity Study with Coumaphos 6.15%
(Co-Ral) in Rats, "EPA Guideline No. 81-1, Miles
Report No. 103294-1, A. B. Astroff, 7 p.

11111

FTM0078.DOC
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I | | | 4

PRODUCT CHEMISTRY REVIEW
/4 / 9J

-~ ( /
To: PM _I13 FROM: Reviewer: _I| ND|RA TAIROLA Date: 051 ! I‘%3

/ 0

_ : (o Ral L K T !
EPA REG. NO.: _I|556 - RRL PRODUCT NAME: - e £h Ny Ud SPM/
v

FOOD USE ( ) INERTS CLEARED: C (), D (), E () NON FOOD USE ( )
21 CFR PARTS 170-199: ( ) TOXIC INERTS LIST 1( ), 2( )

Please provide the requested information for the following checked items:
1. [ 1 Submit the product specific product chemistry data for your product. [ ] If

submitted earlier, provide MRID Number(s). [ 1 Your product is not sufficiently
similar to the product you referenced.

2. In reference to the Confidential Statement of Formula (CSF), please provide the

following:

[ ] a) pH of product or pH at a specified water dilution. Ré;\bl Gb
b Density of oduct. \\

{1 ) ity pr // \\55

{1 ¢) Flash point of product. (§E

{ 3 d) Flash point of product with propellent as per item #6(q) or item #5(c).

{ ] e) Flame extension of product including flashbacks if noted.

[ ]L/;y” The upper and lower certified limits based on the pure active ingredients
rather than the technical or concentrate. Note that the lower limit of the

active ingredients must be thEaamEEas the label claim 1n pure active form.
- oier TR

{1 g) The upper and lower certified limits of the individually added inerts.

(1 h) \IO‘U/L Q.CJOC[ C,'CLLM‘ / ‘L\C}’Ne o,V)CJl"CC‘ ‘e Lo B g ku l&b or
/ l’)Lll V\“’(é '5/))( Puw)\ 0 ‘Q(J’IY\(L_QJ @D O/) N, SL}/ ’ﬁxu)

v tlow T declared laloc M ore WM\i [\JWM))
(1 39) CQ{%JZJ ed Lom)s should he bmd{ Cmmvw’ L‘mé }i‘g’:w)uww, n
<9

(1 i)

Shudel be 4+ or — 3 & b are achx/@%w
. -~
3. Based on the current CSF dated 06, 2,4}613 , your product will m

the label claim for the active lngredlent. Please revise the label or the CSF so
that the information agrees.

ﬂ\Q Csr V\h,U e C}((,QP)*G,é’ Qufa The ,&,70[&' Con-echms are

W\Cﬁdf )

‘ﬂi‘i‘-__l (\(ccrdmcj o own (Vf(_értl,s Ptm|

\/ Aow) e I’)mdu ,14 H556-1
t (
W) qo.o/ Al Ohe (el wlatems are besed N Uns

oNnlen )’r&}tb‘?’\

342




*Inert ingredient information may be entitled to confidential treatment*

-2- B
PRODUCT CHEMISTRY REVIEW (cont’d)
4, \}/4//Provide the chemical identity of all componenté, the percentage composition, CAS

Registry N er, and Material Safety Data Sheet (two copies) for the followfng
Pata Jheet
compounds:

5.

The supplier may contact EPA directly referencing the File Symbol or EPA
Registration Number 'in their response. For dyes, provide the color index and CAS
Registry Numbers for all components. For perfumes and flavorings, provide for
each component in the mixture: the chemical name, CAS Registry Number, and the
percentage or range in percentage in the mixture. Certify that flavors are nor.
food type. The confidential information submitted by the suppliers is kept
confidential under FIFRA Section 10.

S. 1In the proposed labeling, provide the following information:

[ 1] a) Update the label Storage and Pesticide and Container Disposal Statements in
accordance with [ ] PR Notice 84-1 for non-aerosol containers for houses and
institutional uses or [ ] PR Notice 83-3 for all other uses.

[ 1] b) Add the heading PHYSICAL OR CHEMICAL HAZARDS to the label and the appropriate
statement per 40 CFR 156.10(h) (2) (iii) .

[ ] ¢) Under the heading PHYSICAL OR CHEMICAL HAZARDS, list the product as Extremely
Flammable (because your product contains flammable propellents).

[ 1] d) Provided that the solvent does not have insecticidal activity, it should be ,
removed from the ingredient statement active ingredient listing and the
percentage added to the inert ingredients. If the solvent has insecticidal
properties, provide the EPA Registration Number.

[ 1] e) Add a footnote to the inert ingredients indicating: Contains aromatic

petroleum distillates, xylene or xylene-range aromatic solvent. .

[ 1] £f) Since your data matrix does not provide a dielectrical breakdown voltage, you
must add the following statement to the Physical or Chemical Hazards heading:

Do not use this product in or on electrical equipment
due to the possibility of shock hazard.
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(

(

In reference to the product specific data requirements, provide the following
information: :

!

]

1

1

g)

h)

i)

a)

b)

c)

d)

e)
f)
q)
h)
i)
3)
k)
L)

m)

n)

o)

-3-
PRODUCT CHEMISTRY REVIEW (cont'd)

The terms active ingredient(s) and inert ingredients should be in the same
type size, be aligned to the same margin and be equally prominent.

Statement of Composition: A complete description of the manufacturing/
formulation process. Describe equipment used, mixing time, temperature,
pressure, etc.

Discussion of Formation of Unintentional Ingredients: A brief description of
impuri ties formed during the manufacturing/formulation process, in packaging
or during storage. If you do not expect any impurities during these stages,
please so state. )
Certification of Limits: Upper and lower limits of each active and
individually added inert camponent. The lower limit for the active
ingredients must be the same as the label claim in pure active form.

Analytical Method: Provide the methods used to analyze for the active °°
ingredients or a full reference for a published method or MRID Number(s).

Color: 1In common terms.

Physical State: e.g., solid, liquid, pressurized liquid, etc.
Odor: In comnmon terms.

Density: e.g., lbs/gallon for liquids or lbs/cu.ft. for solids.
pH: Provide pH of product or pH of a specified water dilution.
Oxidizing or Reducing Action: Note these characteristics, if any.
Expladability: Note these characteristics, if any.

Viscosit:y‘:' Can be expressed in centipoise or céntistokes.

Miscibility: Note these characteristics if product is an emulsifiable liquid
and mixed with oil. '

Corrosion Characteristics: This information can be noted during the storage
stability study. '

Dielectric Breakdown Voltage: For products used near electrical equipment.

ANl those dods are Thow owmd have beon }bo—mcl C':(LQPP@LAL 4
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-4~
PRODUCT CHEMISTRY REVIEW (cont'd)

[ ] p) Storage Stability: The formulated product must be analyzed for its active
ingredients at time zero and during one year of storage. The storage should
be at warehouse conditions of temperature and humidity dnd stored in the
praduct's cawmercial package. Note: For the storage stability study, you
may not reference the data on source product concentrate you are using to
formulate your product.-

{ ] q) Flammability: Flash point/flame extension. ‘The flash point reported exceeds
the one expected for this product. Please check and resubmit. Mixtures
marke ted under pressure, including those containing hydrocarbons, are subject
in their entirety to tests indicated in 40 CFR Section 156.10(h)(2)(iii) of
the maxipackage. Note that flash points for pressurized liquids are
conveniently measured after collecting the expelled liquid from the container
in an open cup chilled with dry ice (Refer to Aerosol Guide, CSMA). .

{ ] If any of the items are not applicable, write N.A. and explain reasons as
specified under chénistry data requirements footnotes. See 40 CFR Part 158.

[ ] The following is the regqulatory status of the inert ingredients under 40 CFR
180.1001 for the exemption of the requirement of a tolerance:

ddditional Comments:

345




346



supercadled b grtes

Celoety
Reason to Issue: To propose registration Date: 6/29/93
of a new product Page 1 of 8
(Front Panel)
Co-Ral®
(coumaphos)

LIVESTOCK INSECTICIDE SPRAY

For Control of Horn Flies, Face Flies, Lice and Ticks

Active Ingredient:
0,0-Diethyl 0-(3-chloro-4-methyl-2-oxo0-2H-1-benzopyran-7-yl)

phosphorothioate 5.8%
Inert Ingredients*: 94.2%
100.0%

*Contains aromatic petroleum distillates.

This product contains 0.25 Ib 0,0-Diethyl 0-(3-chloro-4-methyl- -2-0x0-2H-1- benzopyran-
7-yl) phosphorothioate per half gallon.

EPA Reg No. 11556-XXX EPA Est. No. 11556-KS-1
KEEP OUT OF REACH OF CHILDREN
WARNING

SEE BACK AND SIDE PANELS FOR STATEMENTS OF PRACTICAL
TREATMENT AND OTHER PRECAUTIONARY STATEMENTS

NET CONTENTS %2 GALLON TTI

Miles Inc., Agriculture Division, Animal Health Products®®*$**3 ~ $°°°"°

Shawnee Mission, Kansas 66201 U.S.A. o ot

FTMO013A LAB oo oo




Reason to Issue: To propose registration Date: 6/29/93
of a new product Page2 of 8

(Side Panel)

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING

May be fatal if swallowed or inhaled. Do not breathe vapors or spray mist. Avoid contact
with skin, clothing or eyes. Wash thoroughly with soap and warm water after handling.
Wash contaminated clothing with soap and hot water before use.

STATEMENTS OF PRACTICAL TREATMENT

If swallowed: Call a physician or Poison Control Center immediately. If possible,
vomiting should be induced under medical supervision. Drink one or two
glasses of water and induce vomiting by touching the back of throat with
finger. Do not induce vomiting or give anything by mouth to an
unconscious person.

If inhaled: Remove victim to fresh air. Apply artificial respiration if indicated. Get
medical attention if victim displays signs of poisoning.

If on skin: Remove contaminated clothing and wash affected areas with soap and
water.
If in eyes: Flush eyes with plenty of water. Call a physician immediately.

To Physician: Atropine sulfate by injection is antidotal. Repeat as necessary to the point
of tolerance. 2-PAM is also antidotal and may be administered in
conjunction with atropine.

ENVIRONMENTAL HAZARDS
This pesticide is toxic to birds, fish and aquatic invertebrates. Do not contaminate water, s
when disposing of equipment washwater or rinsate. seeeee o
FTMO0013A.LAB e



Reason to Issue: To propose registration Date: 6/29/93 .
of a new product Page3 of 8

(Side Panel)

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal.
STORAGE: Do not allow to freeze. Keep from extreme heat.

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess
pesticide, spray mixture or rinsate is a violation of Federal Law. If these wastes cannot be
disposed of by use according to label directions, contact your State Pesticide or
Environmental Control Agency or the Hazardous Waste representative at the nearest EPA
Regional Office for guidance.

Container Disposal: Triple rinse (or equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a sanitary landfill or incineration, or if
allowed by state and local authorities, by burning. If burned, stay out of smoke.

PROTECTIVE CLOTHING STATEMENT

USE ONLY WHEN WEARING THE FOLLOWING PROTECTIVE CLOTHING AND
EQUIPMENT DURING MIXING/LOADING, APPLICATION, REPAIR AND
CLEANING OF MIXING, LOADING AND APPLICATION EQUIPMENT,
DISPOSAL OF THE PESTICIDE, long-sleeved shirt and long-legged pants; chemical
resistant gloves; chemical resistant shoes (or chemical resistant shoe covers or chemical
resistant boots). In addition, mixers/loaders must wear a chemical resistant apron and face
shield or goggles and a NIOSH/MSHA approved respiratory protection device.

NOTICE TO VETERINARIANS: If the proper dosage of Co-Ral Livestock Insecticide
Spray has been applied and adverse reactions, such as bloat, excessive salivation and
posterior paralysis occur, it is highly probable that a host parasite reaction exists.
Administer symptomatic treatment. Anti-inflammatory agents may be helpful. If
necessary, relieve bloat by trocarization, as a stomach tube may traumatize a severely
swollen esophagus. Do not administer atropine, as it is contraindicated in host parasite
reactions. If toxicity should occur as a result of gross overdosage, atropine by injectiore s

antidotal. E. . E.E . .
FTMO0013A LAB oo oo




Reason to Issue: To propose registration Date: 6/29/93
of a new product Page 4 of 8

(Back Panel)
DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its
labeling,

Co-Ral Livestock Insecticide Spray mixes easily with water to from an emulsion which is
easily applied with ordinary spray equipment. One spray treatment is highly effective for
control of flies, lice and ticks and provides residual control.

Spray Treatment for Specified Ectoparasites: Operate spray equipment so as to
thoroughly penetrate the hair coat. Re-treatment will be necessary only when insects
reappear and constitute a problem.

Backrubber Application for Horn Flies and Face Flies: Co-Ral Livestock Insecticide
Spray is ideal for backrubber application. When properly mixed and applied, effective
control of horn flies and face flies will be achieved. Best control is obtained when
backrubbers are strategically located and properly treated. No. 2 furnace oil (fuel oil) or
No. 2 diesel fuel oil is recommended for mixing with Co-Ral Livestock Insecticide Spray
for use in backrubbers. Use of other oils may result in sludge formation that will prevent
proper distribution in the reservoir-type backrubber.

FTMO0013A LAB




Date: 6/29/93
Page Sof 8

Reason to Issue: To propose registration
of a new product

(Back Panel)

RECOMMENDED APPLICATIONS

DO NOT APPLY MORE THAN 8 QUARTS OF CO-RAL LIVESTOCK
INSECTICIDE SPRAY PER 50 GALLONS OF WATER. FOR LACTATING DAIRY
CATTLE DO NOT APPLY MORE THAN 1 QUART OF CO-RAL LIVESTOCK
INSECTICIDE SPRAY PER 50 GALLONS OF WATER.

OUNCES
QUARTS PER
. PER 4
50 GALLONS
GALLONS OF
ANIMAL | PARASITE | OF WATER | WATER | REMARKS
Horn Flies 2 5 SPRAY TREATMENTS:
Lice Apply specified dosage for
a complete wetting to run-off.
Beef and | Ticks 4 10 Repeat as necessary.
Non-
Lactating
Dairy Screwworms 8 20 SPRAY TREATMENT(S):
Cattle Apply specified dosage as high
pressure spray so as to wet the
‘ skin, not just the hair, of the
animal. Repeat as necessary.
Lactating | Lice 1 2%, SPRAY TREATMENT(S):
Dairy Apply specified dosage for a
Cattle complete wetting to run-off.
Repeat as necessary. No
interval is required between
treatment and slaughter or use « Js
of milk. IR . J
(Continued) oes .- soce
FTMO013A LAB et



Reason to Issue: To propose registration

Date: 6/29/93

of a new product Page 6 of 8
(Back Panel)
ANIMAL PARASITE REMARKS
Backrubber | Horn Flies Mix 4 quarts Co-Ral in 13 gallons of No. 2 fuel oil
for Beef and | Face Flies or No. 2 diesel fuel (or 9 % oz Co-Ral per gallon) .
Lactating Saturate the fiber portion of the backrubber with this
Dairy Cattle mixture. Place the backrubber where animals
congregate or travel regularly. For dairy cattle
suspend at a height that will prevent straddling.
Resaturate backrubber as needed. NOTE: For most
effective face fly control the rubber should be
constructed so as to permit the animal to rub its face.
No interval is required between treatment and
slaughter or use of milk.
QUARTS OUNCES
PER PER
50 4
GALLONS | GALLONS
ANIMAL PARASITE [ OF WATER | OF WATER | REMARKS
Horses Horn Flies 2 5 SPRAY
Lice TREATMENT(S): Apply
specified dosage for
complete wetting.
(Not intended Treat thoroughly all
for slaughter) | Ticks 4 10 wounds and injuries.
Repeat as necessary. b
Screwworms 8 20 T e .
(Continued) sesee esen
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Reason to Issue: To propose registration Date: 6/29/93
of anew product Page 7 of 8

(Back Panel)

QUARTS | OUNCES
PER PER
50 4

GALLONS | GALLONS

ANIMAL PARASITE | OF WATER | OF WATER | REMARKS

Swine Lice 2 5 SPRAY
TREATMENT(S): Apply
specified dosage for a
complete wetting to run-
off. Repeat as necessary.

USE RESTRICTIONS
For external insecticidal use only on above-specified animals.

Do not apply as a spray at rates above 1 quart of Co-Ral Livestock Insecticide Spray per
50 gallons of water to lactating dairy cattle or non-lactating dairy cattle within 14 days of
freshening. If freshening should occur within the interval after spraying, do not use milk
for human food for balance of 14 day interval.

Do not apply to sick, convalescent or stressed livestock or to animals less than 3 months
old.

Do not spray animals for 10 days before or after shipping or weaning or after exposure to
contagious and infecting diseases.

Do not spray in a confined, non-ventilated area.
Co-Ral is a cholinesterase inhibitor. Do not use this product on animals simultaneousty*qr §

within a few days before or after treatment or exposure to cholinesterase-ihibiting drugs "
or pesticides. Atropine by injection is antidotal. Consult veterinarian at tHe first signof «

. oo et osveee
adverse reaction. . . *
P evee
[ A X RN ] ..:.
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L ] [
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Reason to Issue: To propose registration Date: 6/29/93
of a new product Page 8 of 8
LIMITED WARRANTY AND
LIMITATION OF DAMAGES

Miles Inc., Agriculture Division, warrants that this material conforms to the chemical
description on the label. MILES INC. MAKES NO OTHER EXPRESS OR IMPLIED
WARRANTY, INCLUDING ANY OTHER EXPRESS OR IMPLIED WARRANTY OF
FITNESS OR MERCHANTABILITY, and no agent of Miles Inc. is authorized to do so
except in writing with a specific reference to this warranty. Any damages arising from a
breach of this warranty shall be limited to direct damages and shall not include
consequential commercial damages such as loss of profits or values, etc.

Co-Ral is a Reg. TM of the parent company of Miles Inc.
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S ) United States Environme: xal onloo?lon Agency o ' Form Approved

Washington, DC 20460

OMB No. 20700060

2 )
SEPA Certification with Respect to Cltatlon of Data Approval Expires 11-30-93

Applicants Name and Addms :

Miles Inc.

Agriculture Division

Animal Health Products

PO Box 390

Shawnee Mission, KS 66201 0390

-  EPA File SvmbollRegmmlon Number

- 11556-XXX -

Product Neme

.Co-Ral Livestock Insect1c1de Spray

Dcto of Apphcahon
- 6/ 30/ 93 -

NOTE: « your product is a 100% repackaging of another EPA-registered product that you purchase, and
is labeled for the same uses, you do not need to submit this form. You must submit the Formulator's

Exemption Statement (EPA Form 8570-27).

1. This application is supported by all data submitted or cited in the application. In addition, if cite-all
options are indicated, this application is supportcd by all data in the Agency’s files that concern the
properties or effects of this product that is identical or substantially similar, and that is one of the types
of data that would be required to be submitted if this application sought the initial rcg:stratnon ofa
product of identical or similar composition and intended uses under the data requirements in effect on
the date of apropval of this application. (Check the appropriate boxes, in items 2 and 3 below, that

. pertain to your application.)

2. I certify that, for each study cited in support of this application for registration that is an exclusive use

study,

| | Tam the original submitter®; or

| | Ihave obtained the written permission of the original data submitter to cite that study®

3. I certify that, for each study cited in support of this application for registration that is not an exclusive use

study:
a. K} I am the original data submitter®; or

| | Ihave obtained the written permission of the original data submitter to cite that study®; or

. | | I have notified in writing the companies that have submitted data I bave cited to support this
application and have offered to: (a) Pay compensation for those data in accordance with section
‘ 3(c)(1)(D) and 3(c)(2)(D) of the Federal Insccticide, Fungicide and Rodenticide Act (FIFRA);
and (b) Commence negotiations to determine which data are subject to the compensation
requirement of FIFRA and the amount and terms of compensation due, if any. The companies I

have notified are: (Check one)

K] All companies listed on the Pesticide Data Submitters List for all active mgrcdncnts cbit‘amcd
in my product (cite-all method or cite-all option under Sclective Method®). (Also, s:gn thc Tt

General Offer Statement below.)

| | Those companies that have submittcd the studies which I have cited (Selective method‘). . “:: A
* A Data Matrix identifying these studies is attached. (Note: a Data Matrix is not required undoxb bhc .
cite-all melhod) X xxx
Signature ) Neme and Title F. Terry McNamara |Dste HENE ...:.:

Biochemistry and Pesticide s oo
ﬁ Nk 777[4%4«;4&44, Registrations Manager 8/9/93 4% o o

General foer to Pay: I hereby offer and agree to pay compensation o other
persons, with regard to the approval of this application, to the extent required.

Smnﬂuw Neme and Title ', Terry McNamara |Date

5221752 Biochemistry and Pesticide ]
4134&44 Registrations Manager 8/9/93

EPA Form 857&9 (Rev-7-91)
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Paperwork Reducticn Act Notice

Public reporting burden for this collection of information is estimated to 1.0 hours.per
response, including time for reviewing instructions, certifying the existence of the
appropriate data, and completing and mailing this form. Send comments regarding the
burden estimate or any other aspect of this certification process including suggestions for
reducing the burden to: '

Chief, Information Policy Branch, PM-223
U.S. Environmental Protection Agency
401 M Street, S.W.

Washington, DC 20460

and to
Office of Management and Budgg;
0-0060)

Paperwork Reduction Project (
Washington, DC 20503
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s
United States Environmintsl Protection Agency o Form Approved
Washington, DC 20460 OMB No. 2070-0060

th Respect to Cltatlon of Data Approval Expires 11-30-93

\eIEPA Celrtification wi

Applicants Name end Addmo
Miles Inc.

Agriculture Division
Animal Health Products
PO Box 390

Shawnee Mission, KS 66201-0390

- §EPA File SymbollRqur-ﬂon Number
- 11556-XXX -

Product Name

Co-Ral Livestock Insecticide Spray

Dato of Applncanon
: 6 / 30/ 93 -

NOTE: If your product is a 100% repackaging of another EPA-registered product that you purchase, and

is labeled for the same uses, you do not need to submit this form. You must submxt the Formulator's
Exemption Statement (EPA Form 8570-27).

1. This application is supported by all data submitted or cited in the application. In addition, if cite-all
options are indicated, this application is supportcd by all data in the Agency’s files that concern the

propertics or effects of this

product that is identical or substantially similar, and that is one of the types

of data that would be required to be submitted if this application sought the initial registration of a

‘ ‘ pertain to your application.)

2 1 certify that, for each study
study,

product of identical or similar composition and intended uses under the data requirements in effect on
the date of apropval of this application. (Check the appropriate boxes, in items 2 and 3 below, that

cited in support of this application for registration that is an exclusive use

| | Tam the original submitter®; or

| | 1 have obtained the written permission of the original data submitter to cite that study®

3. I certify that, for each study cited in support of this application for registration that is not an exclusive use

study:

a K% I am the original data submitter®; or
| | I have obtained the written permission of the original data submitter to cite that study®; or

b. | | I bave notified in writing the companies that have submitted data I have cited to support this
application and have offered to: (a) Pay compensation for ~hose data in accordance with section
3(c)(1)(D) and 3(c)(2)(D) of the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA);

. and (b) Commence negotiations to determine which data are subject to the compensation

requirement of FIFRA and the amount and terms of compensation due, if any. The companies I
bave notified are: (Check one)

i All companies listed on thc Pcst:c:dc Data Submitters Lic* for all active ingredients contamcd

in my product (cite-all method or cite-all option under Selective Method®). (Also, ug: the H
General Offer Statement below.) P
[ L ] '.
| | Those companies that have submitted the studies which I have cited (Selective mqlbpd:) oo o0
[}
see
* A Data Matrix identifying these studies is attached. (Note: a Data Matrix is not required uﬂder u:e .
cite-all mClhOd.) sssene
[ ]
Signature Name and Title F, Terry McNamara [Oste -.:..c seecee
//’ //ﬁ Biochemistry and Pesticide ee oo
v$,~/L@&k Registrations Manager 8/9/93:, ¢
General Offer to Pay: I hereby offer and agree to pay compensation to other
persons, with regard 1o the approval of this application, to the extent required.
annaturo Name end Title Terry McNamara Date
Biochemistry and Pesticide ]
j JM %@M Registrations Manager 8/9/93
EPA Form 8570,49 (Rev-7.91) R ‘ 3
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Paperwork Reduction Act Notice

Public reporting burden for this collection of information is estimated to 1.0 hours per
response, including time for reviewing instructions, certifying the existence of the
appropriate data, and completing and mailing this form. Send comments regarding the
burden estimate or any other aspect of this certification process including suggestions for
reducing the burden to:

Chief, Information Policy Branch, PM-223
U.S. Environmental Protection Agency

401 M Street, S.W.
Washington, DC 20460

and to
Office of Management and Budget
Paperwork Reduction Project (2070-0060)
Washington, DC 20503
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS o
PAPERWORK REDUCTION ACT NOTICE: public reporting burden for-this collection of information is estimated

to average 0.85 hour per response, including time for reviewing instructions, searching existing data sources, gathering and
maintaining the data needed, and completing and reviewing the collection of information. Send comments regarding the burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden, to Chief,
Information Policy Branch, PM-223, U.S. Environmental Protection Agency, 401 M Street, SW, Washington, DC 20460 and to the
office of Information and Regulatory Affairs, Offlce of Management and Budget, Hashlngton DC 20503. '

o

INSTRUCTIONS: 1his form'is to be used.for all applications for new registration, end use reregistration, amendment,
resubmission, to applications for notifications, final printed labeling, reregistration, etc. In order to process an
applicatlon for a new registration submitted on this form, the following material must accompany the application:

1. Certification with Respect to Citation of Data (EPA Form 8570-29). [If not exempted by 40 CFR 152.81 (b) (Io)],

2. Confidential Statement of Formula (EPA Form 8570-4);

3. Formulator's Exemption Statement (EPA Form 8570-27),-'

4. Five copies of draft labeling;

5. Three copies of any data submitted;

6. Authorization letter where applicable;

7. Matrices where applicable.
submission of Labeling - Labeling should first be submitted in the form of draft labels with all applications for new
registration. Such draft labels may be in the form of typed label text on 8.5 x 11 inch paper or a mockup of the proposed
label. If prepared as a mockup, it should be constructed in such a’way as to facilitate storage in an 8.5 x 11 inch file.
Mockup labels significantly smaller than 8.5 x 11 inches should be mounted on 8.5 x 11 inch paper for submission.
Submission of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5.

SPECIFIC INSTRUCTIONS: Piease read the instructions listed below before completing this application. First ,
determine the type of registration action, listed in Block A, for which you are submitting this application. For .
applications submitted in connection with New Registration actions, Sections I, IIl, and IV must be completed by the

applicant. For applications submitted in connection with amended registration actions, resubmissions, notifications,
reregistrations, etc., Sections 1, 11, and IV must be completed by the applicant.

Block A - Check the appropriate action for which you are submitting this form.

SECTION I - this section must be completed, as applicable, for all registration actions.

1. Company/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have been assigned °
to you as a basic registrant, a distributor, or as an establishment. If your product is registered, insert the Product
Nusber.

2. EPA Product Manager - [f known, fill in the name and PM mumber of the EPA Product Manager.

3. Proposed Classification - Specify the proposed classification of this product.

4. Product Name - Enter the complete product name of this pesticide as it will appear on the label. The name must be
specific to this product only. Duplication of names is not permitted among prodicts of the same company. Do not include
any brand name or company line designations.

5. Name and Address of Applicant - The name of the firm or person and address shown ‘in your application is the person or firm
to whom the registration will be issued. If you are acting in behalf of another party, you must submit authorization from
that party to act for them in registration matters. An applicant not residing in the United States must have an
authorized agent residing in the United States to act for them in all registration matters. The name and complete mailing
address of such an agent must accompany this application.

6. Expedited Review - FIFRA section 3 (c) 3 (B) provides for expedited review of applications for registration, or amendments

- to existing registrations, that are similar or identical to other pesticide products that are currently registered with
the EPA. In order for your application to be eligible for expedited review, you must provide us with the EPA Registrati
Number and product name of the product you believe is similar to or identical to your product. The product must be
similar or identical in both formulation and labeled uses.

SECTION I1I - this section must be completed for all applications submitted to amend the registration only of a currently
registered product (Amendment), for a resubmission in response to an Agency letter, for notifications to the Agency, for the
submission of final printed labeling, for reregistration and for any other action that pertains to a specific EPA-registered
QI‘OdUC This section is not to be used for a new application for registration.
. Subject of submission - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief
explanation of the purpose(s) for the submission, such as "the addition of a site, pest or crop (specify)"; “amend the
Confidential Statement of Formula by...“, “reregistration sn.bmssnon"- general label revision of use dlrectlons." Attach
a separate page if additional space is needed.

SECTION I:LI,’fPackaging .and Container Information) - This Section must be completed for all applications

submitted in®nnection gtk new registration or applicable amendments. ° .

1. Type of Packnging - ChpcR th§ appropriate block if your product will be packaged in the indicated packaging types.
Indicate the size of the individual packets and number per retail container.

2. Type of R&MIL \ontaingf - Indicate type of container in which product will be marketed.

-3. Location of Net Contentg -* Specify the net contents of all retail containers for your product.

4. size(s) of kesail Contamer - Specify the net contents of all. retail containers for your product.

5. Location of B2 Directjdnss - “Indicate the location of the use directions for your product.

6. Manner in which label 15 a¥fixed to product - Indicate the method product label is attached to retail container.

SECTION IV. ltohtact Point) - This section must be completed for all applications for Registration actions, i.e.,
new products gegisdération, resubmission, "me-too,” reregistration, etc.

1-5. Self-expfgratpfy.
. 6. EPA Use Only.
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Attachment for OPP #188386, Application for Pesticide

With this application, the enclosed data and the enclosed labeling, we are requesting the
registration of Co-Ral Livestock Insecticide Spray, EPA Reg No. 11556-XXX. Five
copies of the proposed labeling, dated 6/29/93 are enclosed.

Please note, Miles has a similar product - Co-Ral Emulsifiable Livestock Insecticide, EPA
Registration No. 11556-23- currently registered. When EPA issued the "Registration
Standard (Second Round Review) for the Reregistration of Pesticide Products Containing
. Coumaphos as the Active Ingredient" (hereafter referred to as the "Guidance Document")
in September, 1989, the Agency classified this product (11.6% active ingredient) and our
Co-Ral Flowable Insecticide product (42% active ingredient), EPA Reg. No. 11556-98, as
Restricted Use Pesticides because of the high acute oral toxicity of these two
formulations.

Miles requested additional explanation on these reclassifications. In a November 29, 1990
meeting with the Agency (where this topic and other coumaphos topics were discussed; a
copy of the attendance sheet is enclosed). The Agency responded (and a copy of an EPA
2/12/91 Toxicology Branch memo on this subject is also enclosed) that the acute oral
toxicity of the 11.6% formulation had an oral LDs, of 50 mg/kg. Consequently, the
Toxicology Branch memo states

"An end-use product with an oral LD, of 50 mg/kg or less will be considered for
restricted use [40 CFR 152.170 (a) (2) ()]. This is the reason why the 11.6% EC
formulation requires a restricted-use classification."

In this 11/29/90 meeting, Miles related that as the acute oral toxicity is the only "trigger"
for the restricted use classification, if a more dilute, less acutely toxic formulation was
developed then the restricted use classification would not be necessary. The Agency
responded that this more dilute formulation would be considered a new product, and acute
oral toxicity data would be necessary.

Accordingly, this application is for a product which is very similar to Co-Ral Emulsifiable
Livestock Insecticide (ELI). The proposed new product contains only one-half (5.8%) of
the active ingredient in ELI (11.6%); the 5.8% active ingredient no longer in the new,

dilute product has been replaced by an additional 5.8% of one of the inert jpgredients (See, s
product chemistry data and discussion below). This new dilute product isdess agutely .
toxic and does not meet the 50 mg/kg acute oral LDy, trigger for restricted.v..lse: secele

classification. *..’ vene
FTMEPAS.DOC Page 1 of 4 6/93



*Inert ingredient information may be entitled to confidential treatment*

Product Chemistry. Enclosed is a Confidential Statement of Formula (CSF) for this
proposed product. Please note, this CSF contains qualitatively, the same components as
the CSF for the ELI (EPA Reg. No. 11556-23). The most recent CSF for the ELI
product is dated 1/17/90, was submitted to the Agency on 1/29/90, and was accepted by
the Agency on 10/23/91 along with revised labeling for ELI, Co-Ral Cattle Pour-On (EPA
Reg. No. 11556-25), and Co-Ral KRS Spray Foam Insecticide (EPA Reg. No. 11556-40)
and the CSF's for the 11556-25 and 11556-40 products.

As shown in the enclosed CSF, quantitatively, the formulation for the new product is the
same as the formulation for the ELI product with only one exception. The new

formulation contains 5.8% less active ingredient and 5.3% ||| GGG

The product chemistry data for the new product are enclosed as Miles Report No. 74426,
entitled "Product Chemistry of Co-Ral Livestock Insecticide Spray (LIS) Y4 Ib/gal."

Acute Toxicity. As cited above, Miles has conducted an acute oral toxicity study with the
proposed new product, and copies of these results - Miles Report No.103294, entitled
"Acute Oral Toxicity Study with Coumaphos 6.15% (Co-Ral) in Rats" - are enclosed.
The acute oral LDsy was 1477 mg/kg for males and 395 mg/kg for females.

With regard to the other acute toxicity data requirements, we cite and will accept the
acute toxicity values for the ELI formulation which contains 5.8% more active ingredient

and 5.8% less ||| N i1 -n thc new product.

Specifically, the acute toxicity guidelines and EPA MRID Nos. for the corresponding data
for the ELI formulation are

EPA EPA
Guideline No. MRID No.
81-2 00112833
81-3 00112836
81-4 00112834
81-5 00112835 ceeses 0
81-6 00112837

Also please note, the Agency has reviewed all of these ELI acute toxicity s't tﬁes and***
found them to be adequate (see p. 77 of the Guidance Document which ligesttte acutq

toxicity data for the 11.6% EC formulation). ‘etes’
FTMEPAS5.DOC Page 2 of 4 6/93
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Efficacy. As provided for in the regulations, we request that the requirements for efficacy
data be waived.

Labeling. The enclosed draft labeling for the proposed product is based upon the most
recently accepted labeling (Agency 10/23/91 letter) for Co-Ral Emulsifiable Livestock
Insecticide, EPA Reg. No. 11556-23.

Briefly, the proposed labeling does not include restricted use classification for the reasons
previously discussed. The signal word and Hazards to Humans and Domestic Animals
language are consistent with the Toxicity Category II (oral and inhalation) of this
product.

The Statements of Practical Treatment, Environmental Hazards and Storage and Disposal
language are identical to that for the 11556-23 product.

The protective clothing statement is also identical with only one exception. The phrase
"and dip tank workers" has been deleted because the proposed product does not contain
any dip vat uses.

The Directions for Use in the enclosed labeling are very similar to those curréntly accepted
by the Agency for the ELI (EPA Reg. No.11556-23) product.

For example, the enclosed draft labeling contains the same use restrictions.

All of the uses on the draft labeling are already on the ELI labeling. Moreover, the use
rates on the draft labeling are equivalent in terms of active ingredient to the use rates on
the ELI labeling. To reflect the fact that the new product contains only one-half the active
ingredient contained in the ELI formulation, the enclosed draft labeling contains different
dilution directions. Generally the ELI formulation use directions require "X" quarts of
ELI to be used to prepare 100 gallons of spray. The enclosed corresponding use
directions on the enclosed labeling require "X" quarts of the new product to be used to
prepare 50 gallons of spray.

Also , the enclosed labeling contains an additional use directions column for the

preparation of an equivalent (in terms of active ingredient) smaller volume of spray -
4 gallons.

FTMEPAS.DOC Page 3 of 4 6/93



As a specific example, the current ELI labeling specifies 4 quarts diluted to 100 gallons for
spray treatment of ticks on beef and non-lactating dairy cattle. The enclosed labeling
requires 4 quarts diluted to 50 gallons for the same use. Also, as there are 128 ounces per
gallon, or 4 quarts, this use rate is 128 ounces per 50 gallons of spray. Or, in terms of
ounces per gallons of spray, the use rate is

(—L—)
(128 ounces) 50 gallons = 2.56 oz/gallon

Therefore, the ounces of formulation to prepare 4 gallons of spray equals (4) (2.56
oz/gal) or 10.2 ounces, and the proposed labeling recommends 10 ounces of the new
formulation to prepare 4 gallons of spray. '

The enclosed labeling does not include the directions for use against grubs, which are in
the ELI use directions.

Child Resistant Packaging. This proposed product will not be distributed and sold in
child-resistant packaging because this product does not meet the use criterion of
40 CFR 157.22 (b).

FIFRA Section 3 (¢) (1) (F) Data Compensation. Included with this application are two
completed and signed "Certification with Respect to Citation of Data" forms indicating
the General Offer to Pay although all data cited in EPA's September, 1989 "Registration
Standard (Second Round Review) for the Reregistration of Pesticide Products Containing
Coumaphos as the Active Ingredient," are Miles (formerly Mobay and Bayvet) data or
public literature data.

Summary. Enclosed is an application for the registration of a new formulation of
coumaphos. This formulation is simply a diluted formulation of Co-Ral Emulsifiable
Livestock Insecticide, EPA Reg. No. 11556-23. Moreover, the proposed uses for the new
formulation are the same uses (except grub use have been deleted) at the equivalent active
ingredient use rates of the 11556-23 product.

FTMEPAS5.DOC Page 4 of 4 6/93
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‘ AlG 10 1993
U.S. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs
MILES INC.
AGRIC.DIV.-ANIMAL HEALTH PROD.
BOX 390

SHAWNEE MISSION, KS 662010390
Report of Analysis for Compliance with PR Notice 86-5

Thank you for your transmittal of 07/14/93. Our staff
has completed a preliminary analysis of the material. The results are
provided as follows:

Your submittal was found to be in full compliance with
the standards for submission of data contained in PR
Notice 86-5. A copy of your bibliography is enclosed,
annotated with Master Record ID’s (MRIDs) assigned to
each document submitted. Please use these numbers in
all future references to these documents. Thank you for
your cooperation. If you have any questions concerning
this data submission, please raise them with the
cognizant Product Manager, to whom the data have been
released.,
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Transmittal. Document

Name and Address of Submitter
Miles Inc.

Agriculture Division

Animal Health Products

Box 390

Shawnee Mission, Kansas 66201

«4’1{@; e ylmwug,

F. Terry amara
Biochemistry and Pesticide
Registrations Manager
(913) 268-2588

Regulatory Action in Which this Package is Submitted”

428745~ (ﬁ(ﬁ
|

Data submitted to support the registration of Co-Ral Livestock Insecticide Spray
(a new formulation of coumaphos; Mr. George T. LaRocca, Product Manager 13)

Transmittal Date
June 30, 1993

List of Submitted Studies:
MRID No. Volume

Tt
]

"Product Chemistry of Co-Ral Livestock Insecticide
Spray (LIS), ¥ Ib/gallon, "EPA Guideline Nos. 61-1

to 61-3, 62-1 to 62-3, 63-1 to 63-21 and 64-1, Miles
Report No. 74426, L. D. Thomas, 40 p.

N
1

"Acute Oral Toxicity Study with Coumaphos 6.15%
(Co-Ral) in Rats, "EPA Guideline No. 81-1, Miles

Report No. 103294, A. B. Astroffand L. L. Hagen,

20 p.

FTMO0058.DOC
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U.S. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs

MILES INC. JUL 20 1993

AGRIC.DIV.-ANIMAL HEALTH PROD.
BOX 390
SHAWNEE MISSION, KS 662010390

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your transmittal of 07/14/93. Our staff
has completed a preliminary analysis of the material. The results are
provided as follows:

Your data submittal was found to be partially in
compliance with the standards for submission of data
contained in PR Notice 86-5, with the exceptions noted
below. A copy of your transmittal bibliography is
enclosed, annotated with the Master Record ID’s (MRIDs)
assigned to each document accepted. Please use these
numbers in all future references to these documents.
If deficiencies were found which apply to individual
accepted studies, they are listed below following the
applicable MRID. Any document which has been assigned a
MRID has been accepted under PR Notice 86-5. If any
comments related to a MRID appear on this report, they
are provided for your information and reference when
preparing future submissions. Some individual documents
were not acceptable, and all copies are being returned
to you for correction for the reasons indicated below.
These rejected studies have been assigned separate
identification numbers which are annotated on both the
‘ enclosed bibliography and the rejected document labels.
- The rejected studies and their deficiencies are
described below.

Rejected study [01] :

A statement which claims data confidentiality appears
on one or more pages within the body of the study.
Since all data claimed as confidential under FIFRA
10(4) (1) (A), (B), or (C) should have been removed to
the confidential attachment, you need to clarify your
intentions regarding the data contained in the body of
the study.
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Transmittal Document

Name and Address of Submitter
Miles Inc.

Agriculture Division

Animal Health Products

Box 390

Shawnee Mission, Kansas 66201

«%Zicw Ve Narmars

F. Terry amara
Biochemistry and Pesticide
Registrations Manager
(913) 268-2588

Regulatory Action in Which this Package is Submitted

428498- ) O

Data submitted to support the registration of Co-Ral Livestock Insecticide Spray
(a new formulation of coumaphos; Mr. George T. LaRocca, Product Manager 13)

Transmittal Date
June 30, 1993

List of Submitted Studies:
MRID No. Volume

"Product Chemistry of Co-Ral Livestock Insecticide
Spray (LIS), ¥ Ib/gallon, "EPA Guideline Nos. 61-1

to 61-3, 62-1 to 62-3, 63-1 to 63-21 and 64-1, Miles
Report No. 74426, L. D. Thomas, 40 p.

2 - "Acute Oral Toxicity Study with Coumaphos 6.15%
(Co-Ral) in Rats, "EPA Guideline No. 81-1, Miles

'Report No. 103294, A. B. Astroff and L. L. Hagen,

20 p.

FTM0058.DOC
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*Inert ingredient information may be entitled to confidential treatment*

Vo AAAIATAASAL ALY LA VUBYAAN A AoV A ANCALI Ay N\ AABILYAAN LAY L \JAIA, \1 \_,\_,}

REQUEST FORM’

REQUESTOR NAME: A i~ole. A= rﬂ(f\v

CR#: 9 i 2’ {p

TEL:(Q0). 205~ FUORG:__- LY [( 25>

/ DW./aR/38C)

CSF A ACHED.

S " If CSF is attackied complete Item A sad: tbe chelmcal dawe in ltem B

QNO - UCSFis oot attached complete Items A through C. .

A mronwmou "REQUIRED: -
Applicable Cetogery _

vide PCC and Tolerance’ Exemption Sutus For Food-Use lnert lngredlent(s)
Provide PCC for Non-Food Use Inert lngredient (s)

(O Provide PCC for Active Ingredient(s)

O Provide PCC for Dye

(O Determine if Fragrance is Acceptable for Use ln Formulation

. 7 Other (Describe):

REQUEST DATE:
ROOM: 202 . MAIL CODE_ 291, ~

5.445/

B. INGREDIENT INFORMATION:

- Ingredient No. 1:

ln_gndient No, 2

Chen.»'N.u{:

‘lhdc ch = . Trade Name:
_ CASReg,No.. 7 8 = '-CAS‘.'.NO..
~., Ingredient No. 3: ’ . Ingredient No. 4:
Chem. Name: Chem. Name:
Trade Name: Trade Name:
_CAS Reg. No.: CAS Reg. No.:
C. PESTICIDE PRODUC!‘ lNl-'ORMA‘ﬂON
.é’.q; ( (c/c 4/1 L

EPA Reg, NodFile Symbo: ;‘/f‘f tlut—heMNam 610

Registrant: e s

' Pnunt in FW“I'“”/@!".’,W ouly):

F@-Useremdde.gmsq
-‘ﬁ'q"ﬂ-"“- Rl e e e & .

« 27054

*Once completed; ‘this form may be entitled:to treatment as CBI under section 10.of FIFRA. If so, a red FIFRA . .
CBl cover should be amxed to the request lorm and the document handled nccordlngly.
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